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the American 
Association held its annual meeting 
July 12, 1957, at Vanderbilt Hall Audi- 
torium, New York University, New York 
City Important among the speakers 
was H. J. Anslinger, United States 
Commissioner of Narcotics, whose speech 
Mr 
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Meeting of Food and Drug Men 


\ symposium on microscopic-analytical 
methods for product control in the food 
and drug industries will be a feature 
of the seventy-first annual meeting of 
the Association of Official Agricultural 
Chemists in Washington, D. C., on 
October 15. Sanitation problems re- 
sulting from the presence of insects and 


rodents; raw-materials control; and 


laboratory testing will be discussed 


formally in a series of and 
informally in 
answer periods. 

Kenton L. 
the Division of Microbiology, Food and 
Drug Administration, will serve as gen- 
eral chairman of the symposium. Ten 
planned, to provide up-to- 
plant sanitation 

methods. They 
will present a range of viewpoints from 
government, from industry, and from 
industry consultants. 


papers 
scheduled question-and- 


Harris, associate chief of 


papers are 
date information on 
practices and laboratory 


The evaluation of plant sanitation by 
the food and drug inspector, the plan- 
ning of the role 
of the laboratory in quality control, the 
technical and practical aspects of X-ray 
inspection of grains, and the 
Sanitation are among 
Technical 


Sanitation programs, 


cereal 
legal basis for 
subjects to be 
papers will be presented on 
fragment and mammalian-hair identifica- 
tion based on microscopic structure. 


discussed. 
insect- 


Programs will be distributed about 
October 1. Copies may be obtained by 
writing to Dr. William Horwitz, Secre- 
tary-Treasurer, Association of Official 
Agricultural Chemists, Box 540, Benja- 
min Franklin Station, Washington 4, 
oe 


Among the scheduled is a 
discussion of plant sanitation from the 
food and drug inspector’s viewpoint, by 
Kenneth Lennington, chief inspector in 
FDA's Bureau of Field Administration 
Mr. Lennington will examine the fac 
tors that contribute to plant insanita- 
used by the 


papers 


tion and the techniques 


inspector in evaluating plant sanitation 
Maurice Siegel, of Strasburger and 
Siegel, Baltimore, Maryland, will eval- 
uate sanitation requirements and the 
setting-up by a consultant of a continu- 
ing in-plant sanitation program with 
laboratory control to insure the plant’s 
operation under sanitary conditions and 
to insure the production of clean fin- 
ished products 
dealing with the 
count in 


A technical paper 
significance of mold 
tomatoes is to be delivered by William 
V. Eisenberg, Chief of the Microana- 
lytical Branch, FDA’s Division of Mi 
crobiology. He will outline the factors 
influencing such mold count; 
the packing medium in canned toma 
toes; and deal with other aspects of the 


canned 


discuss 


subject. 

Other speakers, according to AOAC’s 
advance announcement, will be Ray- 
mond Myers, of the Department of 
Zoology, Colgate University; Mary E 
Aiken, of the H. J. Heinz Company; 
V. S. Troy, of the Continental Can 
Company; J. Frank Nicholson, FDA 
microanalyst; Walter Hampe, of the 
X-ray Diyision, Westinghouse Electric 
Company; W. W. Prouty, of American 
Stores Bakery, Philadelphia; and Vin- 
cent A. Kleinfeld, attorney, of Wash- 
ington, D. C. 
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In the Food and Drug Administration 


Monthly Report, Issued June 20, 
1957.—More than 1,050 tons of contam- 
inated foods were seized in 53 federal 
court actions during May, according to 
a Food and Drug Administration report 
of June 20. Included in the seizures 
were 119 tons of bulk grain containing 
unsafe chemical-pesticide residues and 
534 tons rodent-contami- 
nated or which had soured during stor- 
were 169 


which were 
tons of 
contaminated that had 
been stored under insanitary conditions 


age Also seized 


mustard seed 
protect the housewife’s 
low-fat butter; 
frozen in 
olive and 
and 


Actions to 
pocketbook 
short-weight cookies; water 
fish; olive oil blended 
peanut oil containing cheaper oils; 


involved 
and 
substandard canned peas 


drugs and de- 
which 12 were 


lots oft 


seized, of 


Twenty-two 
were 
official or labeled standards and 
misbranded with and 
Other violations in- 
adequate 


vices 
below 
five were false 
misleading claims. 
cluded labels’ not 
directions and warnings, and shipment 


bearing 


of drugs that had not been cleared by 
FDA, as required for new drugs and 
certain antibiotics 

Three bathroom cleaners that failed 
to bear warnings 
were seized under the Caustic Poison Act 


conspicuous porson 

Criminal court actions during May 
included two cases involving salesmen 
promoted a food supplement in 
prospective customers’ 


who 
the privacy of 
homes, with claims for the treatment of 


a large number of serious diseases, in- 
cluding diabetes, multiple sclerosis and 
cancer. Administration mspectors were 
among the prospective customers in 
both cases; they made tape recordings 
of the sales talks. The salesmen claimed 
that 
had variety of 
serious conditions after they 
began taking the food supplement regu 
larly. On May 24, 1957, “key 
agents” for the supplement in_ the 
Rochester, New York, area were found 
that city 


numerous friends and relatives 


recovered from a wide 


disease 


two 


guilty by a federal 
of misbranding the 
by means of oral claims Phe 
that 


does not 


jury in 
food supplement 
tech 
nical charge was labeling of the 
supplement 
directions for use for 
The two 
about 35 sales agents under their super 
One of the Government's prin 


bear adequate 
the treatment of 
diseases individuals had 
vision 


cipal woman who 
testified wheelchair that the 
one individual had told her that the 
food supplement would help her mul 


took it 


witnesses was a 


from her 


tiple sclerosis and that if she 
she would be able to walk 

In a similar case, Washington, D. C 
seller of the supplement, entered a plea 
of “guilty,” and there was no jury trial 

L. C. Mitchell Wins AOAC-Wiley 
Award.—Lloyd C Mitchell, research 
chemist of the Food Drue Ad 
ministration, has been selected to receive 
the annual Harvey W. Wiley Award 
of the Association of Official Agricul 


and 
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tural Chemists, the association has an- 
nounced. Mr. Mitchell is the first winner 
of the award, established last year to 
father of the original pure 
law. The award con- 
cash and goes to the 
makes an outstanding 
development of 


honor the 


food and drug 
$500 in 
scientist who 
contribution to the 
methods for the analysis of 


drugs, cosmetics, feeds, fertilizers, pesti- 


sists of 


foods, 


cides and soils, or for use in general 
analytical chemistry. 

The announcement was made by Dr 
M. P. Etheredge, dean of science at 
Mississippi State College and president 
of the Association of Official Agricul- 
tural Chemists. He said, in notifying 
Mr. Mitchell of his that it 
was particularly appropriate to confer 
the first award on a chemist who had 
started his career as a laboratory helper 
in Dr. Wiley’s laboratory. 


selection, 


“During more than 40 years of public 
service, you have made substantial con- 
tributions to methodology and have de- 


FOOD DRUG COSMETIC LAW JOURNAI 


JULY, 1957 


veloped and carried through the phass« 
of collaborative studies what have be- 
come official methods of analysis,” Dr 
Etheredge added 

A food chemist from the beginning 
of his career in 1909, Mr. Mitchell de- 
veloped many methods of analysis for 
spices, cereals, dairy products and eggs 
His studies published in 1932-1933 on 
the composition of shell eggs and com- 
mercial egg products provided the present 
basis for Chapter 16 of the publication 
Official Methods of Analysis of the As 
sociation of Agricultural Chemists. Ac- 
cording to his associates, the study is 
“probably the most complete, authori- 
tative, and generally useful” compilation 
of its kind 
Mitchell has con 
development of 


More recently, Mr 
tributed toward the 
the techniques of paper chromatography 
This is important in meeting the prob 
lems arising from the rapidly expanding 


use of chemical additives in toods 





In the Public Health Service 


Surgeon General Reports on Polio 
Vaccinations.— More than 68 million 
have been vaccinated with at 
shot against poliomyelitis 
12, 1955, when Salk polio 


available, ac- 


persons 
one 
April 


was 


least 
since 
made 


vaccine first 


cording to a recent from the 


Public Health 


Burney, Surgeon General of the service, 


report 
Service. Dr. Leroy E. 
disclosed the total at a meeting of med- 
ical and public health authorities called 
on July 23 to discuss the progress of 
polio-vaccination programs throughout 
the United States. 

Dr. Burney pointed out, however, 
that some 41 million persons under 40 
years of age had had no vaccine injec- 
tions. He also noted of the vaccinated 
persons that about 48 million need one 


or more doses to complete the recom- 
mended three-injection schedule. 
During the week ending July 13, ac- 
cording to the Surgeon General, 56 
paralytic cases were reported as against 
212 for the corresponding week in 1956 
So far, during 1957, 730 cases had been 
reported; there had been 1,739 during 
the same period in 1956. “All studies,” 
. show the effec- 


he said, “continue to 


tiveness of the vaccine.” 


According to Dr. Burney’s report, he 
has encouraged vaccine producers to 
maintain peak production not only dur- 
ing the summer months, but also through- 
out the fall and winter. He has kept 
the manufacturers fully informed on 
plans for promoting the vaccine’s use 
in order to assist them in planning fu 
ture production schedules, he said. 
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The Proposed Narcotics Manufacturing Act 
of 1957 


By H. J. ANSLINGER 


The Author Spoke Before the Annual Meeting of the American Bar 
Association's Division of Food, Drug and Cosmetic Law, Section of 
Corporation, Banking and Business Law, in New York City on July 12 


TNDER some eight international conventions and protocols on 
the subject of narcotic drugs, the United States Government has 
accepted certain obligations to control the production and distribution 
of these drugs in such manner that they will be available only for 
medical and scientific purposes. Federal narcotic legislation, as revised 
from time to time, was deemed adequate generally to implement these 
obligations until the discovery, and the introduction into medicine, of 
the so-called synthetic narcotic drugs—those narcotic drugs produced 
from chemical! substances not derived—directly or indirectly—from 


crude opium or coca leaves. 


Pursuant to a treaty known informally as the “Narcotics Manu 
facturing Limitation Convention of 1931,” we are required to limit 
our manufacture of the narcotic drugs covered by the convention to 
those quantities requisite for medical and scientific needs. Control 
of the manufacture of the “natural” narcotic alkaloids—those obtained 
from crude opium and coca leaves—could be and was accomplished 
by regulating the importation of crude opium and coca leaves under 


39] 
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Mr. Anslinger, of Washington, D. C., 
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the Narcotic Drugs Import and Export Act, there being no production 
of the crude drugs in the United States. As source materials for the 
manufacture of synthetic narcotic drugs were available in the United 
States, it is obvious that there can be no import control system in this 
case, yet the synthetic narcotic drugs were found to have much the 
same type of addiction liability as the “natural” narcotic drugs and 
were, therefore, as potentially dangerous from this standpoint as were 
the “natural” narcotics. 


Protocol of 1948—Reference to 1931 Convention 


By a protocol signed at Paris in 1948, the United States and other 
high contracting parties agreed that any drug which is or may be 


used for medical or scientific purposes and which is found to be “liable 
to the same kind of abuse and productive of the same kind of harmful 
effects” as the drugs specified in the 1931 convention should be sub- 
jected to its control provisions. Thus, when a new synthetic narcotic 
drug is found to possess addiction liability similar, for instance, to 
that of morphine (as almost invariably has been the case up to the 
present) our government is obliged to apply to this new drug the 
control provisions of the 1931 convention, including—if the drug is 
manufactured at all—that the quantities produced be limited to those 
required for medical and scientific needs only. 

We do not at present have federal legislation fully implementing 
the 1948 protocol or the Narcotics Manufacturing Limitation Con- 
vention of 1931, particularly in the field of the synthetic narcotic 
drugs. It is the purpose of a bill—H. R. 6895—introduced by Mr. 
Karsten and now pending, to supply this legislative implementation. 
A brief description of the principal provisions of the bill follows: 
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Karsten Bill Provisions—Sections 1 Through 5 

Section | of the bill gives the title of the proposed act. 

Section 2 explains the necessity for its enactment. 

Section 3 contains definitions, including the term “basic class of 
narcotic drug,” which is the unit of control employed in the act and 
comprises those classes of drugs which are presently commercially 
produced in the United States. Provision is made for addition of basic 
classes upon notice and hearing if requested. 

Section 4 amends Section 473l(a) of the Internal Revenue Code 
of 1954 to exclude from the definition of “narcotic drugs” decocainized 
coca leaves and decocainized extract of coca leaves. This exemption 
in favor of decocainized coca leaves and extract is presently stated 
separately in Section 4702(b) of the Code. Section 4 also amends 
Section 4731(g) of the Internal Revenue Code of 1954 to permit the 
extension of narcotic controls to those drugs or substances that present 
a risk of relatively easy and economical conversion into a drug with 
an addiction liability similar to that of morphine or cocaine, thus con- 
forming this section to the protocol of 1948. 

Section 5 requires observance of the procedure set forth in Sec- 
tion 4731(g) of the Internal Revenue Code. Thereby the Secretary 
of the Treasury may make a finding—after due notice and opportunity 
for hearing—that a new drug has addiction liability similar to that 
of morphine or cocaine, before a notification with respect to such new 
drug may be sent on behalf of the United States to the Secretary 
General of the United Nations under the 1948 protocol with a view 
to the possible application of international controls to the new drug. 


—Sections 6 Through 9? 


Section 6 makes unlawful the manufacture of any narcotic drug 
(basic class) unless the manufacturer has an effective license and 
manufacturing quota with respect to such drug. There is an excep- 
tion under certain conditions for the production of a narcotic drug 
solely for research and testing purposes. 

Section 7 is the general licensing provision. It sets out the pur- 
poses and criteria which are to govern the secretary or his delegate in 
determining whether to issue a license to a particular applicant. 

Section 8 establishes the criteria for license revocation or suspen- 
sion, and the procedure to be followed. The licensee is given adequate 
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protection in accordance with applicable provisions of the Adminis- 
trative Procedure Act, including the right to judicial review of the 
action in the courts. 

Section 9 provides for the discretionary impounding by the secre- 
tary or his delegate of all narcotic drugs and all unused order forms 
or narcotic stamps owned or possessed by a licensee under suspension 
or a revocation order until the conclusion of all appeals or the running 
of time for appeal. When the suspension or revocation order becomes 
final, all such drugs, forms and stamps are forfeited to the government. 


—Sections 10 Through 15 


Section 10 provides for the assignment of manufacturing quotas 
for basic classes of narcotic drugs. The secretary or his delegate first 
determines the total quantity of each basic class of narcotic drugs 
which should be manufactured in each year based on domestic and 
export requirements for medical and scientific needs, with allowance 
for appropriate reserves. The individual quotas are allotted pursuant 
to a formula which takes into account the previous sales and stocks 
of each licensee, with provision being made for a quota for a licensee 
who may not have manufactured the particular basic class of drug 
during one or more of the three preceding calendar years. 

Section 11 exempts from the license and quota requirements, 
under certain conditions, (1) such quantities of narcotic drugs as inci- 
dentally but necessarily result from the process used for the manu- 
facture of a basic class of narcotic drug duly licensed under the act 
and (2) such quantities of narcotic drugs as incidentally but neces 
sarily result from the manufacture of any substance which is not a 
narcotic drug. 


Section 12 is designed to obtain information as to the extent of 


the problem of “narcotic precursors’”—chemical intermediates in the 


manufacture of narcotic drugs. The intermediates. may. not have 
addiction liability, but are readily convertible into narcotic drugs 
which do have addiction liability. 

Section 13 states procedures for judicial review of the action of 
the secretary or his delegate, particularly in issuing or refusing to 
issue manufacturing licenses and in making determinations or manu- 
facturing quotas. 

Section 14 amends Section 6 of the Narcotic Drugs Import and 
Export Act to bring the control of exports, especially of synthetic 
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narcotic drugs, in conformity with treaty requirements. It also pro- 
vides special authorization for the exportation of a narcotic drug for 
a scientific purpose in the country of destination. 

Section 15 makes the corresponding provision for importation of 
a narcotic drug into the United States for a scientific purpose, under 
certain conditions. 

—Sections 16 Through 21 

Sections 16 to 21 cover enforcement and authority to delegate 
function; penal provisions; procedure and presumptions; extent of 
applicability of the Administrative Procedure Act; applicability of the 
act; and the usual separability clause. 

Although the foregoing outline touches only the principal features 
of the bill, I hope it is sufficient to reflect substantially the scope and 
purpose of the measures recommended. I believe the bill has received 
the approval of the American Drug Manufacturers Association, some 
of whose members will be most directly affected by the operation ot 


the bill if enacted into law. [The End] 


PROPOSALS FOR STANDARDS FOR FROZEN LEMONADE 
CONCENTRATES 


The Food and Drug Administration announced on July 1 that pro- 
posed standards for frozen concentrates used in making lemonade are 
under consideration. Two days earlier, full texts of a proposal by the 
National Association of Frozen Food Packers and of a different one 
prepared by FDA had been published in the Federal Register. Under 
procedure for setting of food standards, both may be modified or rejected 
The FDA standard would require more lemon juice and less water than 
would the one proposed by the industry group. It would also require a 
greater degree of uniformity among products. 

The Administration announcement gave al] interested persons an 
opportunity to present written comments within 30 days of the public 
notice. At the end of the time, FDA will issue an appropriate order 

The association standards would provide for two different kinds of 
products, both used to make lemonade. Products sold directly to the 
consumer would be identified by label as “frozen concentrate for lemon- 
ade,” “frozen concentrated lemonade” or “frozen lemonade concentrate.” 
Products used in lemonade-vending machines or which might be stored 
without adequate refrigeration would contain a chemical preservative 
as a standard ingredient. The proposed FDA standard would not permit 
chemical preservatives. Under the association proposal, commercial pack- 
ages would be identified as “industrial frozen concenrate for lemonade,” 
“industrial frozen concentrated lemonade” or “industrial frozen lemon- 
ade concentrate.” 

The FDA standard would provide, as compared with the industry 
proposal, a generally higher minimum concentration of the product; it 
would limit use of water to adjustment of acidity of the concentrated 


juice 








By O. L. KLINE 


Changes 


in Special 





i Soe SECTION of the Food, Drug, and Cosmetic Act under which 
authority is provided for requiring special labeling for foods for 


special dietary use reads thus: 
Sec. 403. A food shall be deemed to be misbranded— . 


(j) If it purperts to be or is represented for special dietary uses, unless its 
label bears such information concerning its vitamin, mineral, and other dietary 
properties as the Secretary determines to be, and by regulations prescribes as, 
necessary in order fully to inform purchasers as to its value for such uses. 


\ definitive regulation specifies that the term “special dietary 
uses” as applied to food for man means “particular (as distinguished 
from general) uses of food,” as follows: 

(1) Uses for supplying particular dietary needs which exist by reason of 
a physical, physiological, pathological or other condition, including but not 


limited to the conditions of disease, convalescence, pregnancy, lactation, allergic 
hypersensitivity to food, underweight, and overweight; 


(2) Uses for supplying particular dietary needs which exist by reason of 
age, including but not limited to the ages of infancy and childhood; 


(3) Uses for supplementing or fortifying the ordinary or usual diet with 
any vitamin, mineral, or other dietary property. Any such particular use of a 
food is a special dietary use, regardless of whether such food also purports to 
be or is represented for general use. 

In 1941, regulations were promulgated under this section of the 
law setting forth special requirements for the labeling of vitamin and 
mineral preparations, infant foods, foods used in the control of body 
weight, foods containing non-nutritive substances, and foods with re- 


duced allergenic properties. 


During the fall of 1940, in a lengthy public hearing, testimony was 
taken which provided a basis for establishing minimum daily require- 


396 









al @#Dietary-Food Regulations 








The Writer Stresses That Regulation Requirements—Arrived at Critically, 
Set Precisely—Must Provide for Labeling in Terms Most Likely to 
Be Understood by Consumers, Avoiding Misleading Language. Dr. Kline 
Directs Research, Division of Nutrition, Food and Drug Administration 

















ments for certain of the vitamins and minerals. The observations 





were made that very few purchasers of dietary supplements containing 





vitamins and minerals have an understanding of the terms “micro- 
grams,” “milligrams” or “units,” the quantitative designations ordi 







narily used for these nutrients. It was decided that information con 







cerning vitamin and mineral content would be most understandable to 
the consumer if it were stated in terms of the proportion of the amount 
needed each day. The findings of fact from the record of the hearing 







supported this type of informative labeling. At that time there was 






sufficient scientific information to fix minimum daily requirement 
figures for vitamin A, D, C, thiamine and riboflavin and for the minerals 


calcium, phosphorous, iron and iodine. Thus far we have heard no 








serious objection to these regulations nor has there been a question of 
their validity in court. Until recently they have remained unchanged 
except for a modification in the requirement for label statements for 








sodium content of foods offered for use in low-sodium diets. 





With the advent of the Hale Amendment to the act, which simpli- 
fied the procedure of modifying the regulations, it has become possible 
without public hearing to effect changes about which there is little or 








no controversy. 





It had been rcognized for a number of years that the minimum 
daily requireraent for riboflavin of 2.0 mg. for an adult, established in 
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1941, was too great. At that time the information on which the 
accepted figure was based was from studies in which riboflavin had 
been used in the cure of the deficiency disease ariboflavinosis. Since 
then a number of studies have demonstrated that the deficiency 


syndrome does not appear at levels somewhat less than 2.0 mg. per 


day. A review of the more recent pertinent studies has indicated that 
the minimum daily requirement more nearly approximates 1.0 mg. per 
day. Also, from pediatric studiés and from the riboflavin content of 
human milk, the value of 0.5 to 0.6 mg. per day for infants is well 
supported. An intermediate value would be applicable for children. 


Proposal for Inclusion in Regulations of Minimum Daily 
Niacin Requirement 


The proposal to include in the regulations a minimum daily re- 
quirement for niacin had been under consideration for some time. At 
the fall, 1956 meeting of the Food and Nutrition Board of the National 
Research Council, a resolution was passed encouraging the Food and 
Drug Administration to take such action at an early date. It is clear 
from a number of studies that the human requirement for niacin is 
related to the intake of the amino acid tryptophane. In clinical studies 
it has been demonstrated that with a protein intake containing 200 mg. 
of tryptophane, the niacin requirement of the adult is approximately 
7.0 mg. per day. For most diets this value might be a suitable min 
imum daily requirement, but in the interest of those segments of the 
population whose diets may be lower in protein, the minimum daily 
requirement of 10 mg. per day was judged more acceptable. It has 
been shown in pediatric studies that the infant, because of an adequate 
tryptophane intake, does not need supplementary niacin, In growing 
animals, studies have demonstrated that the requirement for niacin and 
thiamine is in the ration of ten to one. This provides a basis for fixing 
of the minimum daily requirement for children of different age groups. 

On February 16 of this year, a proposal revising the minimum 
daily requirement for riboflavin and stating a minimum daily require- 
ment for niacin was published in the Federal Register. After comments 
from interested parties were received and considered, in accordance 
with required procedure, a final order was published in the Federal 
Register for June 1, 1957. This sets forth the amended minimum daily 
requirement for riboflavin as 0.6 mg. for an infant, 0.9 mg. for a child 
and 1.2 mg. for an adult. It also provides the minimum daily require 


ment for niacin or niacinamide as 5.0 mg. for a child less than six 
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years old, 7.5 mg. for a child six or more years old, and 10 mg. for an 
adult. The effective date is July 1, 1958. 


Helping Purchaser Evaluate Product 


It should be emphasized that the minimum daily requirements in 
the regulations, arrived at most critically and set with the greatest 
precision possible, are established as a basis for label statements of 
vitamin and mineral content of products in commerce in terms that 
are most likely to be understood by the purchaser, The critical user 
or anyone who reads the label carefully—finds meaning, and can 
evaluate the product, in terms of the proportion of the minimum daily 
requirement for each nutrient furnished in a daily dose or a recom 
mended daily intake. It appears more difficult, however, to help him 
understand that he does not need supplementary amounts of nutrients 
greatly in excess of the minimum daily requirements unless such 


amounts are prescribed for a specific condition. 


The minimum daily requirements established by regulation are 
sometimes confused with the recommended dietary allowances pub- 
lished by the Food and Nutrition Board of the National Research 
Council. The table of recommended dietary allowances, prepared for 
use in calculating and formulating diets, appears in NRC Publica 
tion 302, entitled “Recommended Dietary Allowances, a 1953 Revi 
sion.” In this publication, in describing meaning and applicability, 
it is stated: 

The values proposed represent exactly what is implied in the literal inter 


pretation of the words “recommended dietary allowances,” i. e. levels of nutrient 
intake appearing desirable for use in planning diets and food supplies 


Consumer Education in Interest of Good Nutrition 


In the interest of good nutrition it would not be desirable to aim at 
dietary intakes of nutrients that meet just a bare minimum. In esti 
mating the nutritive value of food supplies and in planning diets, 
there must be some allowances for waste, for small cooking loss and 
for variations in the nutrient content of various food items. Foods 
prepared in accordance with the recommended dietary allowances will 


provide or exceed the minima, established in the regulations, which 


are known to be adequate for normal body functions. It is important 
that each set of values be used according to its specific purpose; we 
must help to avoid misunderstanding and confusion by whatever edu 


cational means are available. 
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Although there has been no important criticism of the regulations 
that have been in effect for nearly 16 years, we recognize that there 
is need for further revision. Changes in processing, development of 
new information and improved consumer understanding of labels 
make it necessary to examine critically the effectiveness of the various 
provisions for labeling that is fully informative. 


Dietary Preparations for Reduction and Control of Weight 


Medical authorities now emphasize that overweight, or obesity 
a form of malnutrition—is cause for concern because it is conducive to 
serious metabolic changes. On the heels of such pronouncements have 
appeared a flood of dietary preparations offered for use in the reduc- 
tion and control of body weight. Paragraph 125.6 of the regulations 
relating to such products requires a label statement of percentage 
by weight of protein, fat and available carbohydrate, and a statement 
of the number of available calories supplied by a specified quantity 
of such food. The required labeling does not make clear that, for re- 
duction of body weight, caloric intake must be controlled. For those 
products that are offered as part of a reducing diet or plan, addi- 
tional labeling is desirable to emphasize the need for caloric restriction. 

The purchaser of a vitamin preparation has reason to expect its 
potency to be as stated on the label. Such is not always the case for 
products containing the less stable vitamins in formulations in which 
deterioration occurs. Vitamin D in combination with minerals is 
a notorious example. Regulatory correction in this area is sometimes 
difficult, since it is seldom possible to prove that a product, adulterated 
because of a deficiency of vitamin content, was actually adulterated at 
the time it entered interstate commerce. There is little justification 
for commerce in incompatible mixtures of nutrients, since there is 
sufficient technical know-how to prepare vitamin mixtures that will 
retain their potency throughout a reasonable shelf-life. Under the 
broad authority of Section 403(j), it may be desirable to promulgate 
regulations that will provide greater assurance to the purchaser that 
the product he buys contains full nutrient value. 


Changing Emphasis May Call for New Language 


In many of the labels of dietary supplements, the purchaser is 
confronted with a long list of ingredients, including several vitamins 
and minerals that are designated—in accordance with present regula- 
tions—as nutrients the need for which in human nutrition has not been 
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established. At the time these regulations were promulgated, nutrition 
scientists were actively discovering new nutritional factors the need 
for which in human nutrition could very likely be demonstrated. 
Today the emphasis has changed; we know that many nutrients, al 
though possibly having some part in human nutrition, are ubiquitous 
in our foods and need be of no concern from the standpoint of diet 
supplementation. It is possible that new language can be adopted 
that will avoid misleading the consumer with respect to such nutrients. 


At the time of the hearing, the minerals calcium, phosphorus, iron 
and iodine were the ones commonly being added to food for nutritional 
purposes. These were named specifically in the regulations, and 
minimum daily requirements were established for them. Under pres- 
ent regulations it is unnecessary to qualify the declaration for such 
minerals as sodium, potassium or magnesium. The fact that these, and 
possibly some of the trace minerals, are not specified in the regula- 
tions does not signify that they are not essential or that nothing is 
known of their requirement. It is widely accepted that there is no 
likelihood of a deficiency of any of them in our diets. Some additional 
means need to be found to inform the purchaser of these facts. 


With full understanding of these and similar problems, we are 
certain that effective amendments will be agreed upon that can be 
promulgated by the simplified procedures now in effect. [The End] 


* FOOD—PRICE DISCRIMINATION; BROKERAGE 


Bakery products . . . A baking company is charged with requiring 
some of its customers to comply with certain terms in order to receive 
promotional allowances while other customers receive such allowances 
on less restrictive terms or none at all. (Released July 19, 1957.) 


Food products . . . A wholesale distributor of food products is 
prohibited from receiving brokers’ fees on products it purchases for its 
own account. (Released July 1, 1957.) 

In another instance, a food broker is charged with receiving broker- 
age fees on products purchased for his own account from a company in 
which he has substantial control. (Issued June 3; released June 13, 
1957.) 

A company manufacturing jellies and preserves—together with its 
officers and a brokerage firm owned by them—is prohibited from making 
illegal brokerage transactions. (Released June 21, 1957.) 


Sardines . . . A sardine cannery is prohibited from making illegal 
brokerage payments to some of its customers. (Released June 28, 1957.) 
—CCH Trapve Recutation Reports § 26,608; 26,577; 26,540; 26,558: 26,570 























By JULIUS G. ZIMMERMAN 


International Aspects of Food § ar 





HILE THE BEGINNINGS of international trade and commerce 

can be traced back many thousands of years, there were at the 
turn of the twentieth century still a few regions left which were dif- 
ficult to reach, which had little or no contact with the outside world 
and where the inhabitants led a virtually self-sufficient life. They 
produced, or were provided by nature with, the basic essentials of 
shelter, clothing, food and medicines, however primitive they may 
have been. 

The introduction and the fabulously quick build-up of automotive 
and air transportation since 1900, however, established contacts even 
with the remotest and hitherto most inaccessible regions of the world 
and made a great variety of consumer goods including food, beverages 
and drugs and other products of advanced technology available to the 
inhabitants of these regions, with the inevitable result of radically 
changing their heretofore self-sufficient mode of life and making 
them dependent on an ever-increasing intercourse with the outside 
world. In fact, permanent settlements have been established for 
scientific, economic or strategic reasons in certain barren regions con- 
sidered heretofore “uninhabitable” for human beings—such as Antarctica 
—where virtually everything required to sustain livelihood has to be 
brought in from the outside. 

Because of the complexity of our present-day life and the mani- 
fold needs and demands which it has created, some evidence of inter- 


national commerce is ever present. This is particularly obvious in the 
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Mr. Zimmerman, Member of the New York Bar, Notes That with the Exception of 
a Few Basic Statutes, Such as the Federal Food, Drug, and Cosmetic Act in 
the United States and Similar Laws of Other Countries, Most Legislation in 
This Field Has Been Piecemeal, Promulgated to Deal with Special Situations 





big cities but increasingly so also in the smaller towns and rural 
areas, as a result of modern distribution methods and of advertising of 
consumer goods in newspapers and magazines and on radio and tele- 
vision on a national and international scale. In the United States and 
in most European countries there is hardly a person who does not 
consume daily some food or beverage, such as coffee, tea or chocolate, 
which contains at least one ingredient or raw material of foreign 
origin ; if this list is extended to include medicines, drugs and cosmetics, 
then the dependence on imports from abroad becomes even more obvious. 


Complexities of Food and Drug Legislation 

Food and pharmaceutical products and, to a certain extent, also 
cosmetics are essential commodities required for the daily sustenance 
of life of every man, woman and child in every country of the world 
The production and proper distribution of these commodities is not 
only an essential branch, but an economically most important one, 
of the basic industry and economy of each country. Consequently, 
the social and economic importance of the laws regulating the produc- 
tion and sale of these articles is self-evident. But even though the 
origin of some of the laws dealing with weights and measures, public 
health, food hygiene and the practice of medicine can be traced back 
through the ages to ancient times when they were frequently em- 
bodied in religious precepts, the bulk of what we call “food and drug 


legislation,” in the modern meaning of the term, developed in the 


403 











== ore 


PAGE 404 FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1957 


course of the nineteenth century and continued to grow at a vastly 
accelerated pace in the twentieth century. 

This accelerated pace of legislation has been prompted by various 
factors. On the one hand, all sciences concerned directly or indirectly 
with human life, health and nutrition have made spectacular progress 
during the last 100 years, and the public at large is becoming very 
“health conscious” as a result of systematic education and the ever- 
growing public discussion of health and nutrition problems. On the 
other hand, the food and drug industries of the leading industrial 
countries have grown at a fabulous rate since the turn of the century 
as a result of technological progress and the development of modern 
distribution methods. In many countries this development out-distanced 
existing law and law enforcement methods, many of which have be- 
come obsolete and inadequate to cope with present-day problems. The 
present legal systems of most countries are derived from or fashioned 
after either the Roman (civil) law system or the English common law 
system. Despite certain basic differences between these two systems, 
a remarkable degree of similarity has gradually developed in many 
fields, especially in the field of contracts, commercial law and, par- 
ticularly, the law of industrial property (patents, trademarks, copy- 
rights). This came about by usage, by adoption of internationally 
tested model codes or by international treaties. One would normally 
assume that the same is true with respect to legislation dealing with 
food and pharmaceutical products. However, just the opposite is the 
case, with the only exception being narcotic drugs which have been 
uniformly dealt with by a series of international treaties. In most 
countries the food and drug legislation is one of the youngest branches 
and, therefore, the least integrated field of the law. Many of the indi- 
vidual laws and regulations are frequently promulgated in a piecemeal 
fashion for the primary purpose of serving some immediate, rather 
than long-range, objective. Because of the complex and very technical 
nature of this subject matter, much of the pioneering work in this legal 
field has been done by specialists in the government health service, in- 
cluding not only lawyers, but also members of other scholarly profes- 
sions, such as physicans, pharmacologists, chemists, and other scientists 
concerned with public health. The part played by Dr. Harvey Wiley in 
framing our own first Federal Food, Drug, and Cosmetic Act and the 
work of his successors in the Food and Drug Administration, as well as 
the administrators in the United States Department of Agriculture and 
the Public Health Service are a good illustration of this point. 
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The legislative process in constitutionally governed countries is 
of necessity slow and cumbersome; only a few countries have managed 
to streamline their procedure. sufficiently to cope quickly and ade- 
quately with the ever-changing situation.’ An additional complication 
arises in countries with a federal constitutional system such as that of 
the United States, where the legislative power is divided between the 
federal government and the 48 individual state governments and where 
the federal government can, as a rule, legislate only with respect to 
“interstate” and “foreign” commerce while the states retain their 
jurisdiction over “intrastate” commerce.” 

In this connection, one should keep in mind that while the “public 
health” aspect of food and drug legislation is perhaps the most im- 
portant one and the one most frequently referred to in public discus- 
sions, there are many laws and regulations which affect the production 
and sale of food and drugs which are under the jurisdiction of govern- 
ment agencies other than the Public Health Service. I shall mention 
only the agricultural laws designed to encourage or to limit the 
planting of certain crops; special taxation laws designed to provide 
the government with revenue from the sale of certain food and bever- 
ages ; rationing and price laws designed to guarantee to the population 
an adequate supply of essential commodities at prices which the aver- 
age consumer can afford to pay, particularly during times of war and 
other emergencies. 

All these laws are special laws related to certain groups of com- 
modities and not to all commodities alike, such as would be the case 
with a general sales tax. They represent an interference by the gov- 
ernment with the freedom of private enterprise and the economic law 
of supply and demand, for reasons of public policy. Very frequently 
they have to be implemented by regulations issued by different gov- 
ernment agencies. As a rule, each government agency is concerned 
primarily with its own immediate objective; unless the Constitution 
of the country requires that the different ministers or secretaries have 
to consult with each other or obtain the approval of the Chief Execu 





‘Austria and Canada have been very enforcement of the law to the authorities 
successful in devising a system of issuing of the individual cantons (states). On the 
regulations in close and informal coopera- other hand, Argentina issued, in 1953, a 
tion with the food industry which makes national food regulation which is applica- 
it possible easily to amend them in the ble per se only in the national capital and 
face of changing conditions. the national territories, but which has 

? Switzerland solved this problem by sub- been adopted by all provincial govern- 
jecting the manufacture and sale of food ments without relinquishing the privilege 
products within the entire national terri- of issuing supplementary provincial legis- 
tory to a uniform federal law and to regu- lation. 
lations issued thereunder but leaving the 
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tive (President or Prime Minister) for each decree or regulation that 
is to be issued, it happens at times that the decrees or administrative 
regulations issued by different government agencies are not properly 
co-ordinated, are contradictory and cannot be enforced.* A constant 
difficulty which the legislature, as well as the government, has to face 
is the problem of reconciling conflicting interests, such as: (1) pro- 
tection of the ultimate consumer (public at large) (a) from actual or 
potential dangers to his health, (b) from commercial fraud and ex- 
ploitation or (c) from want of an essential commodity (assurance of 
adequate food and medical supplies) ; (2) protection of producers and 
distributors, including exporters, for the purpose of encouraging the 
development of national industries, frequently at the expense of 
foreign-made products which are sometimes subjected to prohibitive 
rates of import duties; (3) protection of the owners of industrial prop- 
erty rights (patents and trademarks) ; (4) protection of government 
interests—particularly revenue—by the levying of excise taxes, im- 
port duties and by establishing certain government monopolies; and 
(5) compliance with international treaty obligations. 

With the exception of a few basic statutes, such as the Federal 
Food, Drug, and Cosmetic Act in the United States* and similar 
basic laws of other countries, most of the legislation in this field has 
been piecemeal legislation, promulgated from time to time to deal 
with special problems or situations as they presented themselves in 
the course of years. Only the governments of a few countries have 
tackled so far the tremendous task of codifying or compiling and 
co-ordinating the many laws and regulations dealing with food and/or 
pharmaceutical products and related items. In some instances, such 


as in Italy,® Argentina,® Dominican Republic’ and Peru,* this was done 





*A discussion of the complex interplay 
of the various government agencies and 
nongovernmental bodies concerned with 
food legislation in the Federal Republic of 
Germany can be found in an article by 
Volker Hamann in 8 Food Drug Cosmetic 
Law Journal 677-4692 (November, 1953). 
Compare the situation in the United States 
by reading ‘‘Report to the Secretary of 
Health, Education, and Welfare, June, 
1955, by the Citizens Advisory Committee 
on the Food and Drug Administration,’’ 10 
Food Drug Cosmetic Law Journal 453 
(August, 1955) 

* Even the basic Federal Food, Drug, and 
Cosmetic Act of 1938 does not represent 
the entire federal law in this field. It is 
supplemented by the Federal Trade Com- 
mission Act, the Meat Inspection Act, and 
many other federal statutes. A complete 


compilation of this legislation was pub- 
lished in 1954 under the title ‘Special 
Federal Food and Drug Laws,’’ by Thomas 
W. Christopher and Charles Wesley Dunn, 
as a volume in The Food Law Institute 
Series. 

5C. Melograni, Codice Sanitario (7th 
Ed., Rome, 1952). 

* Digesto de Salud Piblica, in two vol- 
umes published by the National Health 
Department of Argentina in 1950 and 1952. 

* Legislacién Sanitdria Dominicana, sec- 
ond edition published by the Department 
of Health of the Dominican Republic in 
1953. 

* Prontuario de Legislacién Sanitdria del 
Pert (1870-1947), in four volumes published 
in Lima under the auspices of the Peruvian 
Department of Health. 
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under the much broader classification of “health legislation,” which 
includes laws on sanitation; prevention of diseases; practice of medicine, 
pharmacy and nursing; and manufacture and sale of food and drugs 
but which does not always include all the laws related to the sale of 
food and beverages. Argentina also issued a very modern and compre- 
hensive national food code,® which has been adopted by all the prov- 
inces without, however, completely eliminating provincial legislation. 

A very good official annotated collection of all pertinent food laws 
and regulations, including the court decisions interpreting them, has 
been published by the Austrian Government.'® Some other compre- 
hensive and annotated compilations have been published by private 
publishers and research institutes in certain countries." They con- 
stitute invaluable source material for scholars and for anyone desiring 
reliable information on the status of the law, because in many countries 
it is almost impossible to secure or find copies of the original text 
material except in the official archives or in certain public libraries. 
In recent years, the World Health Organization (WHO) in Geneva 
and the Food and Agricultural Organization (FAO) in Rome have un- 
dertaken the meritorious task of publishing in English and in French 


digests or text reproductions of current health, food and agricultural 
legislation reported to them by the member nations. The Commission 
on Narcotic Drugs of the United Nations publishes similar reports 


on current legislation dealing with narcotic drugs. 


Comparative Study of Food and Drug Act 
To my knowledge, a methodical and comparative study of the food 
and drug laws of the different countries still remains to be done. A 
beginning of such studies has been made in our country under the 
auspices of The Food Law Institute and Commerce Clearing House," 





* Reglamento Alimentdrio issued January 
8, 1953, by the national government; dis- 
cussed at footnote 2 

” Codex Alimentarius Austriacus (3d Ed., 
1954). published by the ministry of social 
affairs in Vienna. 

™ The federal and state food and drug 
law in the United States is compiled and 
annotated in several volumes published as 
a part of The Food Law Institute Series. 
One volume of the same series—by R. E. 
Curran—contains a comprehensive anno- 
tated compilation, Canada’s Food and 
Drug Laws (published in 1953). The 
British food and drug law was first pub- 
lished in an annotated edition by William 
James Bell in 1886: its subsequent revised 
editions are known as Bell’s Sale of Food 
and Drugs (12th Ed., 1947) 


=Curran, work cited at footnote 11: 
numerous articles on Canadian and British 
food and drug law in the Food Drug Cos- 
metic Law Journal; Ernest Abramson, 
“Food Legislation in Sweden,."’ 10 Food 
Drug Cosmetic Law Journal 5-19 (January, 
1955): Volker Hamann, ‘‘Food Legislation 
in the Federal Republic of Germany,"’ 8 
Food Drug Cosmetic Law Journal 677-692 
(November, 1953); Fritz Ejichholtz, ‘‘The 
Chemical Preservation of Foods and Its 
Importance for Human Health—Pharma- 
cological Comments,"" 10 Food Drug Cos- 
metic Law Journal 206-214 (April, 1955): 
Julius G. Zimmerman, ““‘The Food, Drug 
and Cosmetic Law of Latin America,’ 9 
Food Drug Cosmetic Law Journal 655-673 
(November, 1954) 
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which have begun publishing books and articles on foreign food and 
drug legislation. Conversely, a comprehensive survey, “The Food 
and Drug Law in the United States,” 
of European government officials, scientists, lawyers and representa- 
tives of the food and drug industries in the form of lectures delivered 
by Charles Wesley Dunn, president of The Food Law Institute, in the 


fall of 1955 in London, Stockholm and Copenhagen and at various 


was given to interested groups 


West German universities."* In Germany, the German Scientific Re- 
search Association ™ started a few years ago to assemble data on 
toxicity of food colors, and their admission under the laws of different 


countries. The German Association for Food Law and Food Science ' 


is preparing for publication a comparative study of the food laws of 


18 European countries as an aid to the project of drafting a European 
Food Act. 

However, even a superficial review of the laws of the major 
countries of the Western Hemisphere, Europe and the other con- 
tinents reveals an outstanding diversity in the substantive law, as well 
as in the administrative and judicial procedures designated to enforce 
it. The only exception is the law of narcotic drugs, where a con- 
siderable degree of uniformity has been achieved in compliance with 
international treaty obligations. 

The manufacture and sale of non-narcotic drugs and pharma- 
ceutical preparations is subject to varying degrees of direct or indirect 
government control and, frequently, to special licensing requirements 
in virtually all civilized countries. The development of this field of 
legislation is, historically, closely related to the history of public- 
health legislation and particularly to the regulation of the practice of 
medicine and pharmacy. The greatest diversity exists in the field of 
labeling requirements and the use of proprietary names. As to termi- 
nology and standards, the laws of many countries recognize one or 
more pharmacopoeias as a source of reference ** but as long as there 
are differences in the various national pharmacopoeias, these differ- 
ences will also be reflected in the national laws. The publication of an 


international pharmacopoeia by the World Health Organization is 





™ Published at 10 Food Drug Cosmetic 
Law Journal 637-678 (October, 1955) 

™ Deutsche Forschungsgemeinschaft, Bad 
Godesberg, committee on food colors, pub- 
lishes periodic reports on its work. 

“™ Deutsche Gesellschaft fiir Lebensmit- 
telrecht and Lebensmittelforschung, Bonn. 


% Sec. 201(j) of the Federal Food, Drug. 
and Cosmetic Act lists the official United 
States Pharmacopoeia, official Homoeopa- 
thic Pharmacopoeia of the United States, 
official National Formulary, or any supple- 
ment to any of them 
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the most recent attempt to achieve a certain degree of uniformity on an 
international scale." 
The food law proper is the field which shows the greatest diversity 


in substantive and administrative law. 


\ fundamental problem of every law is, of course, a proper and 
clear definition of its basic terminology, which determines the scope 
and extent of its application. Two examples should be sufficient to 


illustrate this point: 
\ food law is supposed to deal with “food,” but what is “food” ’ 


Section 201(f) of the Federal Food, Drug, and Cosmetic Act 
defines “food” as (1) articles used for food or drink for man and other 
animals, (2) chewing gum and (3) articles used as components as in 


such articles 


On the other hand, Section 1 of the German Food Act of 1936 ex 
tends the rules governing “food” also to smoking and chewing tobacco 
and snuff, as well as to articles of daily use, such as utensils and 
packaging materials for food, cosmetics, clothing, toys, candles, arti 
ficial plants and flowers and other articles specifically designated by 


the minister of interior. 


It is obvious that the scope of application of the German “food” 
legislation is much wider than is that of the United States. The same 
is true of the Argentine National Food Code.** Another example is 


the definition of the now-so-popular subject of “additives.” 


The joint FAO/WHO Conference on Food Additives in Geneva 
in September, 1955, confined itself in its discussions to “non-nutritive 
substances which are added intentionally to food, generally in small 
quantities, to improve its appearance, flavor, texture, or storage prop 
erties.” ™ 

The definitions of “food additives” of “chemical additives,” as 
they appear in the several bills introduced in Congress during the last 
three years vary greatly. The latest bill, H. R. 6747, introduced on 


April 9, 1957, by Representative Harris, covers “any substance, the 


intended use of which results or may result, directly or indirectly, in 


“ This work has been entrusted by the tobaccos (Arts. 668-674), cosmetics, and to 
WHO to a special expert committee on a great variety of articles of ‘‘domestic 
International Pharmacopoeia use such as ink, soap, detergents. etc." 

* The Argentine National Food Code ap- ” WHO Technical Report Series, No. 107 
plies not only to ‘“‘food’’ in the narrow p. 5 
meaning of the word, but also to processed 
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its becoming a component or otherwise affecting the characteristics of 
any food”; it is broader in scope than some of the previous bills and 
certainly much broader than the Geneva definition. 

The bill introduced by the Government of the Federal German 
Republic in November, 1956, to amend the German Food Act of 1936 
contains the following definition of “foreign substances” : 

Foreign substances within the meaning of Paragraph 1 are substances which 
are not commonly sold as independent food products and which are not by nature 


the usual nutritional, effective and taste giving components of a common food 


product.” 

Similar amendments dealing with food additives are being pre- 
pared in a number of other countries. However, as long as each 
country works independently on its own amendment, no uniform 
pattern can be expected. 

It frequently happens that important terms, such as “harmfulness” 
or. “adulteration,” are not at all defined by the law itself. Their 
definition has to be supplied by judicial or administrative interpretation. 

Virtually every civilized country has some general rule of law pro 
hibiting the sale of harmful, adulterated or misbranded food. How- 
ever, the extent to which the general rule is implemented by special 
and detailed laws or regulations varies greatly. 

The same is true of the degree of legal restrictions and govern 
ment control imposed on the manufacture and sale of food products. 
The degree of government control required to protect the consumers 
from food which is deleterious or which has been prepared under un- 
sanitary conditions depends to a great extent on the general level of 
economic and industrial development of the country in question and 
also on the administrative facilities which are at the disposal of the 
government to enforce the law. 

Generally speaking, the food laws of the different countries can 
be classified under one of the following four categories representing 
different degrees of restrictions and controls: 

(1) In some countries we find that the food manufacturer has 
the basic freedom to manufacture and sell whatever he wishes without 


an advance permit from the government within the limitation of 


specific prohibitions but that he is held responsible for full compliance 


with whatever laws or regulations exist. The guiding principle here is 





%” Bundestag Drucksache 2923, November 
28, 1956, Sec. 4(a)(2). 
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that whatever is not harmful or is not specifically prohibited is per- 
mitted.” 

(2) In some other countries we find a considerable restriction on 
the freedom to manufacture and sell food products by the mechanism 
of “permitted lists” of individual ingredients, usually promulgated by 
administrative regulations. The basic food law of these countries 
usually contains a general prohibition to manufacture or sell a prod- 
uct containing an ingredient which is not specifically permitted, re- 
gardless of whether it is harmful or not. As this is a strictly technical 
type of prohibition, the primary purpose of which is to facilitate gov 
ernment control, the law frequently provides for periodical revision of 
the “permitted lists” or authorizes the government agency in charge 
to grant special dispensation in individual cases where satisfactory 
evidence that the public interest is not adversely affected has been 
submitted by the applicant.” 

(3) The next higher degree of government control over the manu 
facturer of food products is found in some of the South American 
countries which require the manufacturer or seller of every processed, 
packaged food product to submit a sample of it in advance of the first 
sale to the health department for analysis, approval and registration 
which amounts to licensing every type of food product for each indi 
vidual manufacturer. The license number has to appear on the label 
and the manufacturer may not change the type of packaging, the 
labeling or the composition of the product without a special permission 
from the government.** This type of control system greatly resembles 


the customary licensing of drugs, antibiotics and coal-tar colors. 


(4) The highest degree of government control is the monopoly of 
manufacture and/or sale of certain products. The most frequent ex 


amples are alcoholic beverages and tobacco products. 


Within the framework of this article it is impossible to discuss 
in detail the differences that exist in many other aspects of food 
legislation, such as the standards of identity, quality and quantity 


including the legislative process for promulgating such standards and 


‘At present this is still the basic rule Sec. 401 of the Act has the effect of a 
in the United States with respect to foods ‘permitted list'’ with respect to the man- 
for which no federal standards have been datory and optional ingredients listed 

therein 
>The system of permitted”’ lists is ‘This is the case in Argentina. Brazil 


promulgated 


used in many European and Latin-Ameri- and Mexico Most of the other Latin- 
can countries In the United States, a American republics have less stringent 


federal standard of identity issued under licensing requirements 
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other government regulations ;* the labeling requirements ; and finally 
the administrative and judicial procedures for enforcing the law. 

The same diversity exists with respect to the methods of chemical 
analysis and safety tests. Some countries recognize each other’s safety 
tests or analytical findings but many others do not. The result is that 
certain products freely circulate in some countries and are prohibited 
in others as a danger to public health. This is particularly true with 
respect to food colors.** 

It can be said by way of summarizing this chapter that the differ- 
ences in the food laws of most countries are so great that it is almost 
impossible to sell even the most innocuous and standard type of food 
product in more than a few countries in the original package with the 
original labeling without some changes in either its composition or its 
labeling. 

As long as there are countries with different systems of government, 
different types of economy and different degrees of industrializa- 
tion, these differences will be reflected in their respective laws. How- 
ever, in so far as the public-health aspect is concerned, modern science 
has developed on a truly international level to a point where it is now 
within the realm of the possible to achieve a certain degree of under- 
standing or agreement on a regional or world-wide basis as to how 
to protect the consumer from dangerous or potentially dangerous prod- 
ucts without unnecessarily interfering with the free flow of legitimate 
international trade and commerce. With a few notable exceptions,” 
governments have always taken a great interest in promoting inter- 
national trade for economic reasons, but in the earlier centuries unre- 
stricted international travel and trade also contributed to the spreading 
of contagious diseases and the indiscriminate distribution of all 
kinds of dangerous products, such as narcotic drugs. This ever-present 
danger virtually forced the governments into regional and, eventually, 
world-wide cooperation for the purpose of eliminating or restricting 
and controlling the traffic of dangerous or undesirable goods. 


ulations by submission of written briefs 





* The holding of “‘public hearings’ at 


which ‘‘any interested person’’ may appear 
and testify (Sec. 701(e)(3) of the federal 
food and drug Act) is, to my knowledge. 
a unique American institution. In many 
countries regulations are promulgated by 
administrative decree without any public 
or_ private hearings. Other countries (Ar- 
gentina, Mexico, Venezuela and many con- 
tinental European countries) provide for 
participation of selected professional and 
trade organizations in the drafting of reg- 





or by sending of representatives to closed 
committee sessions with representatives of 
the government. 

** See comparative chart showing differ- 
ences in the legislative treatment of food 
colors in the United States, West Germany, 
Sweden and Switzerland in Abramson, 
work cited at footnote 12, at pp. 18-19. 

* For example, Japan prior to 
(Commodore Perry's expedition). 


1854 
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On the other hand, the producers and distributors of food, drugs 
and cosmetics in a civilized society, as well as the members of the 
scholarly professions interested in this field, are just as much con- 
cerned about the public-health aspects of the food and drug business 
as are the governments of their respective countries; as a rule, they 
are eager to offer their wholehearted and voluntary cooperation as to 
this vital matter. The safeguarding and improvement of public health 
and the development of legitimate international trade are mutually 
complementary and not mutually exclusive. Private and semiofficial 
groups and associations representing industry, trade and the legal and 
scientific professions interested in this subject matter have likewise 
begun to extend their activities beyond the limits of their national 
territories for the purpose of establishing permanent contacts and 
cooperation, on regional and world-wide bases, with their respective 


counterparts in other countries. 


Principle of Territorial Jurisdiction 

As a rule, the jurisdiction of a government to legislate over 
matters of “public health” in the widest meaning of the words, public 
revenue (excise taxes and customs revenue), price controls, etc., and 
to enforce this legislation is limited to its own national territory, but 
the law is applied to domestic and foreign-made products alike. The 
customs authorities in most countries cooperate with the health au- 
thorities in preventing the importation of foreign products which do 
not comply with the law of the importing country.** However, there 
are some exceptions to the general rule: 

(1) The practical self-interest in promoting the export of na- 
tional products has prompted many countries to exempt goods manu- 
factured for export from some of the countries’ own requirements or 
prohibitions provided they comply with the specifications of the 
foreign purchaser and are not in conflict with the law of the country 
to which they are to be exported. They must be specifically labeled 
as “export” goods and may not be sold on the domestic market.* 


(2) Conversely, in the case of imported goods, the government of 


the importing country does at times likewise pay some attention to 
the law of the country of origin by refusing to admit an article which 


has been manufactured under unsanitary conditions or which is for- 

™ Sec. 801(a)-(c) of the Federal Food, * Sec. 801(d) of the Federal Food, Drug. 
Drug, and Cosmetic Act is a typical ex- and Cosmetic Act; Sec. 20 of the German 
ample of the control of imports. See also Food Act of 1936: Art. 32 of the Swiss 
Sec. 21 of the German Food Act of 1936 Food Regulations of 1936 
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bidden or restricted as to sale in the country in which it was produced 
or from which it was exported.” 

Quite irrespective of existing legal provisions to this effect, the 
health authorities of many countries have established, in the course 


of years, direct contact and cooperation with their counterparts in 


other countries ; they exchange information of mutual interest on their 
respective laws; pending research projects; and safety, and other, 
tests of individual products.*° Some countries follow the practice of 
requiring a certificate from the health department of the country of 
origin before permitting the importation of a new food or pharmaceuti- 
cal product.*' The Scandinavian countries—Sweden, Finland, Norway 
and Denmark—set up a permanent committee of health officials, which 
meets at regular intervals in Copenhagen to discuss all questions of 
public-health legislation and to assure close cooperation and uniform- 
ity in analytical methods and safety tests.** Since the end of World 
War I there has been a very noticeable trend everywhere in the world 
to broaden the cooperation between the health authorities of the 
various countries which has been greatly enhanced by the creation of 
permanent international bodies concerned with public health, by 
frequent international conferences and conventions of many officials, semi- 
official and private professional organizations and by the resulting per- 
sonal contacts among leading health experts and other government 
officials. 
Government Cooperation on International Level 

Bilateral and multilateral conventions and treaties between na- 
tions for the purpose of regulating and facilitating international trade 
have been made throughout almost the entire recorded history of all 
civilized nations. One of the most successful international trade al- 
liances was the famous medieval Hanseatic League of German and 
North European cities which prospered for several centuries and which 
can be considered the forerunner of the modern business era. The 
nineteenth century was particularly significant for the establishment 
of international cooperation on a truly world-wide scale by a series 


of famous treaties such as the International Postal Convention (1875) : 





2% Sec, 801(d)(2} of the Federal Food, request. The same practice is followed by 
Drug, and Cosmetic Act. the health departments of many—and per- 
” The United States Food and Drug Ad- haps all—other countries 
ministration follows the practice of giving “India, Venezuela and others 
information to foreign governments about "= See Abramson, work cited at footnote 
individual foods and drugs sold in the 12, at p. 13. 
United States upon receipt of an official 





INTERNATIONAL ASPECTS OF LEGISLATION PAGE 415 


the International Metric Convention (1875), which set up an Inter 
national Bureau of Weights and Measures; and the Convention of the 
Union of Paris for the Protection of Industrial Property (1883). 


To my knowledge, the era of international cooperation in the field 
of public health was inaugurated by a conference called by the French 
government in 1851 (control of cholera and plague). It was followed 
by a series of other international conferences culminating in the Inter 
national Health Congress in Rome (1907) which in turn set up a 
permanent International Public Health Office in Paris (1908). This 
office concerned itself with drafting maritime quarantine regulations 
and many other public health measures until its work was co-ordinated 
with that of the Health Organization of the League of Nations, which 
was organized in 1923 in compliance with Article 23(f) of the League's 
covenant. It consisted of (1) a general advisory health council, which 
included a standing committee of the International Public Health 
Office, (2) a standing health committee of 12 experts and (3) a perma 
nent secretariat (part of the General Secretariat of the League of 
Nations). 

The objectives of the league’s health office were, among others, 
(1) control of diseases and (2) standardization of sera and of biological 
products and technical cooperation with health authorities of various 
countries. It also cooperated closely with the league committee on 
opium traffic. 

Parallel to this development, a regional type of international co 
operation in health matters was organized in the Western Hemisphere 
by the Pan American Sanitary Code Convention (1924), which was 
ratified by all the 21 American republics and which laid down uniform 


rules for the prevention and control of diseases. 


International Narcotics Control 


The most difficult and vital problems of bringing the ever-increas 
ing illicit traffic in narcotic drugs under government control was dealt 
with by a series of special international conferences and conventions, 
the first of which met in Shanghai in 1909.*%* In due course. these 
efforts led to the International Opium Convention (1912) and to 


seven other multilateral narcotics treaties. At present, about 90 





% See basic documents of Pan American “See reference to some earlier bilateral 
Sanitary Organization published by Pan _ treaties in Frank A. Duckworth ‘Federal 
American Sanitary Bureau, in Washington Drug Laws,"’ 10 Food Drug Cosmetic Law 

Journal 272, 276 (May, 1955) 
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countries participate in at least one of these treaties which were ad- 
ministered from 1921 to 1946 under the auspices of the League of 
Nations and are, since 1946, under the jurisdiction of the United 
Nations, which took over the functions of the league.** The following 
four international organs cooperate with each other for the purpose of 


insuring effective international narcotics control : 


Commission on Narcotic Drugs—The Commission on Narcotic 


Drugs is one of the eight functional commissions of the Economic and 
Social Council (ECOSOC), which is a policy-making body. It is com 
posed of representatives of 15 governments chosen by the council from 


among the countries which are the major narcotic-drug manufacturers 
or producers of opium and coca leaf. It reviews annually the reports 
submitted by the member governments on the control of narcotics 
traffic and on the laws enacted to carry out the narcotics treaties and 
it makes recommendations to improve the control system 


Permanent Central Opium Board.—The Permanent Central Opium 
Board is a special body consisting of eight experts (private indi- 
viduals) appointed by ECOSOC, who are independent of any govern 
ment instructions. The main function of the board is to study the 
statistics on the traffic with narcotics and to check whether the mem 
ber governments comply with their treaty obligations. It can recom 


mend measures to counteract treaty violations. 


Drug Supervisory Body.—The Drug Supervisory Body is another 
special body composed of four experts, two of whom are appointed by 
WHO, one by the Commission on Narcotic Drugs and one by the cen- 
tral opium board. The main function of this body is to review annually 
the advance estimates for narcotics requirements submitted by each 
government and to negotiate all amendments thereto. Once an esti- 
mate has been agreed upon with the respective government, it may 
not be exceeded. 

WHO Expert Committee on Drugs Liable to Produce Addiction 
The WHO Expert Committee on Drugs Liable to Produce Addiction 
has a flexible membership appointed by the director general of the 
WHO from an advisory panel of experts in this field. Its main func- 
tion is to study the medical aspects of drug addiction and, particularly, 
the dangerous properties of new drugs. If a drug is found to produce 





% Public Release MNAR/10/56 by the “ Bveryman’s United Nations, (United 
Commission on Narcotic Drugs. Nations, 1956), pp. 29, 251-256 
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addiction, the committee can recommend to put it under international 
control.*’ 

The chief purpose of international narcotics control is to assure a 
strictly controlled production and distribution of narcotic drugs for 
legitimate medical purposes and to prevent any diversion of narcotics 
into illicit channels. This immensely difficult task can only be fulfilled 
(1) by a conscientious and energetic enforcement of the international 
treaty obligations by each member nation within its own territory, 
particularly by subjecting illicit trafhckers to severe penalties, and 
(2) by a wholehearted and efficient cooperation of all the member na 
tions with the international bodies entrusted with the over-all narcotics 


control. 


The success achieved so far in this field of international coopera 


tion is very impressive if one considers that the control system ts of 
comparatively recent date and that it was twice severely disrupted by 


two world wars and several postwar crises. 


United Nations and Its Specialized Agencies 


In the preceding review of the international narcotics control we 
have already mentioned the ECOSOC and the WHO. The following 
brief comparative analysis of the organizational set-up “ and functions 
of the different international bodies in so far as they concern themselves 
with public health and the problems of food and drug legislation may 
be helpful for a better understanding and appreciation of the important 
work these bodies have done and are doing and the even more import 
ant work they may be called upon to do in the future. 

United Nations (UN The charter of the UN was signed in San 
Francisco on June 26, 1945, by 51 original members including the 
United States, all of which ratified the charter. The adherence of the 
United States to the UN gave the organization a much better chance 
to survive and to function than the ill-fated League of Nations ever had 
had without the active participation of the United States. During the 
subsequent years a substantial number of additional member nations 
were admitted, bringing the total membership to 78 nations as of June 


1, 97. 


* Periodic reports published in WHO ” The latest official summary of the en- 

Technical Report Series tire organizational! set-up can be found in 
* See interesting comments on interna- Everyman’s United Nations 

tional treaty enforcement in Duckworth, * See list of 76 members in Hveryman’s 

work cited at footnote 34, at p. 278 United Nations, at pp. 17-18, to which have 

to be added Japan and Ghana 
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One of the four basic purposes of the UN is “to cooperate in 
solving international problems of an economic, social, cultural or 
humanitarian character, and in promoting respect for human rights 
and fundamental! freedoms for all.” 

The charter of the UN provides for six principal organs: the 
General Assembly, the Security Council, the ECOSOC, the Trustee- 
ship Council, the International Court of Justice, and the Secretariat, 
which is the permanent administrative agency of the UN. 

We are here primarily concerned with the ECOSOC, which is re 
sponsible, among other things, for promoting solutions of international 
economic, social, health and related problems. It has been given by 
the charter *' the specific task of working closely with the various 
“specialized agencies” such as the WHO and the Food and Agricul- 
tural Organization, which are likewise concerned with economic, social 
and health problems, and of co-ordinating the activities of these 
agencies. The ECOSOC also consults and cooperates with a great 
number of international and national nongovernmental organizations 
whose activities have a bearing on subject matters within its competence. 

As an aid in its work, the ECOSOC can set up any number of 
so-called functional commissions composed of experts in different 
fields. There are at present in existence eight such commissions, one 
of which is the Commission on Narcotic Drugs. 

In addition to the functional commissions, ECOSOC can set up 
standing committees, ad hoc committees and special bodies such as the 
Permanent Central Opium Board and the Drug Supervisory Body, 
which we discussed in connection with narcotics control. 

The many nongovernmental organizations (NGO’s) with which 
ECOSOC maintains liaison have been divided into two categories 
A and B—both of which have been granted consultative status. The 
Category A organizations are those with a broad general interest in 
ECOSOC’s work, such as the International Chamber of Commerce, 
International Federation of Agricultural Producers and the World 
Federation of Trade Unions. The Category B organizations are those 
doing specialized work in some field in which ECOSOC is active—to 
mention just a few: International Committee of the Red Cross, Inter- 
national Federation of Journalists, International Law Association and 


International Organization of Standardization. 





" Articles 57 and 63 of the United Na- 
tions Charter. 
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Food and Agricultural Organization (F AO).—The idea of setting 
up a special international agency with the basic purpose of raising 
levels of nutrition and standards of living, to improve methods of pro 
duction and distribution of agricultural products, and to better the 
conditions of rural populations was first formalized at the UN Con 
ference on Food and Agriculture at Hot Springs, Virginia, in May, 
1943. A committee was appointed to draft a constitution ; after accept 
ance of this constitution by 20 governments, the FAO was officially 
inaugurated at Quebec on October 16, 1945." 


The organs of FAO are the conference, the council and the secre 
tariat under a director general. The head office is now in Rome and 
regional offices are maintained in various parts of the world, including 
Washington, D. C. At present, FAO has 72 member states.* 


The conference is composed of representatives of all member 
states; each has one vote. It is the policy-making body, and meets 
twice a year. The council, which is composed of 24 member govern 
ments elected by the conference, exerts general supervision over the 
work of the organization and submits recommendations on all desired 
measures. The secretariat is the administrative body ; its director gen- 
eral is elected by the conference for a term of four years. It is sub- 
divided into five technical divisions: agriculture, economics, fisheries, 
forestry and nutrition. 

Under Article VI of the constitution, the conference or council 
may establish (1) commissions, open to all member nations and 
associate members, to advise on the formulation and implementation 
of policy and (2) technical committees and working parties consisting 
either of selected member nations and associate members or of indi 
viduals appointed because of their expert knowledge in some particular 
field. These experts are chosen, as a rule, from panels established by 
the director general in consultation with member nations, associate 
members and national FAO committees. 

The FAO maintains relations with the UN as a specialized 
agency in accordance with Articles 57 and 63 of the UN Charter and 
cooperates closely with other international organizations with related 
responsibilities (Article XIII of the FAO constitution). This provi 
sion of the constitution makes it possible for the FAO to organize 





“ Everyman’s United Nations, at pp. the German Federal Republic and Switzer- 





353-364. land are members of these two agencies 
* Membership in the UN is not a neces- without being members of the UN. Vice 


sary prerequisite for membership in the versa, a number of UN members are not 
specialized agencies, FAO and WHO. Thus, members of the FAO or WHO 
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joint conferences and joint expert committees with the WHO for 
the purpose of dealing with the technical aspects of nutrition. Special 
attention is given to the proper nutrition of mothers and children in 
close cooperation with UNICEF (United Nations Children’s Fund). 

One of the very important functions of the FAO is the dissemina- 
tion of information relating to nutrition, food and agriculture (Article 
I, Section 1 of the constitution).** In addition to a great variety of 
technical reports, the legislative service of the FAO in Rome pub- 
lishes the following periodical reports on food legislation of the mem- 
ber nations: (1) Food and Agricultural Legislation, a loose leaf series 
published quarterly in three separate editions (English, French and 
Spanish) and containing a selection of food and agricultural laws 
and regulations of international importance,** and (2) a bulletin, 
Current Food Additives Legislation.” 

World Health Organization (WHO)—The WHO was organized 
in New York in July, 1946, by an international health conference 
attended by representatives of 61 countries, who drafted and signed its 
constitution,*? A new international health organization had become 
necessary due to the demise of the League of Nations, under the 
auspices of which a great deal of pioneering work had been done dur- 
ing the third and fourth decades of the twentieth century. On Sep- 
tember 1, 1948, WHO became permanent after ratification by 26 
member states. In June, 1957, it had 88 members and three associate 
members.** It has its headquarters in Geneva. 

The over-all objective of the WHO is an ambitious one: “The 
attainment by all peoples of the highest possible level of health” 
(Article 1 of the constitution). Some of the specific functions listed 
in Article 2 are of particular importance to our field of interest: 

(a) To act as the directing and coordinating authority on international health 
work; 

(b) to establish and maintain effective collaboration with the UN, specialized 


agencies, governmental health administrations, professional groups and such other 
organizations as may be deemed appropriate; 


(f) to establish and maintain such administrative and technical services as 
may be required, including epidemiological and statistical services; 





“ Constitution, Rules and Regulations of * Handbook of Basic Documents of WHO 
FAO, published by the FAO in April, 1956. (6th Ed., 1953): Hveryman’s United Na- 
* Distributed in the United States by the tions, pp. 386-393. 
International Documents Service, Columbia “Information received from liaison of- 
University Press, New York 27, New York. fice of the WHO in New York. See also 
“Supplied upon request by the legisla- footnote 43. 
tive service of the FAO in Rome. 
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(j) to promote cooperation among scientific and professional groups which 
contribute to the advancement of health; 

(k) to propose conventions, agreements and regulations, and make recom- 
mendations with respect to international health matters and to perform such 
duties as may be assigned thereby to the Organization and are consistent with 


its objective; 


(u) to develop, establish and promote international standards with respect to food, 
biological, pharmaceutical and similar products. [Italics supplied.] 

The organs of the WHO are the following: 

(1) The World Health Assembly,** which is composed of tech- 
nically qualified delegates representing members (not more than three 
delegates for each member) and which meets in regular annual session 
and in special sessions, if necessary. The health assembly is the pol- 
icy-making body. It appoints the director general and establishes the 
necessary committees and ther institutions. It maintairs contact with 
ECOSOC, FAO and any other organization, international or national, 
governmental or nongovernmental, with responsibilities related to the 
WHO. Two of the specific functions attributed to the Health Assem- 
bly by Article 21 are the authority to adopt regulations concerning: 

(d) standards with respect to the safety, purity and potency of biological, 
pharmaceutical and similar products moving in international commerce; and 


(e) advertising and labelling of biological, pharmaceutical and similar products 
moving in international commerce. 


(2) The executive board, which consists of 18 technically quali- 
fied persons designated by as many members selected to assure an 
equitable geographical distribution. The board is basically the execu- 
tive organ of the health assembly (Articles 24-29). 

(3) The secretariat, comprising the director general and the 
administrative and technical staff of the WHO. 

30th the health assembly and the board have authority to estab- 
lish such committees as are deemed necessary (Articles 18, 38-40), 
but the director general has been given special authority to establish 
special expert committees with flexible membership. A special regula- 
tion for expert advisory panels and committees was adopted by the 
Fourth World Health Assembly.*” The members of those special 
committees are chosen from expert advisory panels selected and 
appointed for a maximum term of five years by the director general 
primarily because of their ability and technical experience. Once an 
expert accepts the appointment, he undertakes to act as an interna- 
tional expert serving the organization exclusively; in that capacity 





* Articles 10-23 of the WHO constitution. * Handbook cited at footnote 47, at pp. 
79-88. 
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he may not request or receive instructions from any government or 
authority external to the WHO (Rule 5.1). Each expert committee 
is assigned some specific technical task. At present there exist, among 
others, the following expert committees of the WHO: expert com- 
mittee on drugs liable to produce addiction, expert committee on 
antibiotics, expert committee on biological standardization and expert 
committee on /nternational Pharmacopoeia. 

The periodical reports of these expert committees are published 
in the “Technical Report Series” of the WHO. 

Article 40 authorizes the board to provide for the creation of, or 
the participation by the WHO in, joint or mixed committees with 
other organizations and for the representation of the WHO in com- 
mittees established by such other organizations. This provision, which 
is parallel to that of Article XIII of the FAX constitution, paved the 
way for the organization of several joint FAO/WHO expert com- 
mittees such as the Joint FAO/WHO Expert Committee on Nutrition, 
the Joint FAO/WHO Expert Committee on Meat Hygiene and the 
Joint FAO/WHO Expert Committee on Food Additives. 

The periodic reports of these joint committees are likewise pub- 
lished in the “Technical Report Series” of the WHO and also in the 
“FAO Nutrition Meetings Report Series.” 

The history of the first international conference on food additives 
at the top level of the FAO/WHO is a classic example of the interplay 
of the various international agencies.*' The idea of making a special 
international study of the health problems created by the increasing 
use of food additives was first brought up at the Sixth World Health 
Assembly, in 1953, which recommended an investigation. Subsequently the 
question was considered by the WHO executive board in January, 
1954; by the council of FAO and by the Joint FAO/WHO Expert 
Committee on Nutrition in the fall of 1954; by the executive board 
of WHO in January, 1955; and then jointly by the directors general 
of WHO and FAO, who called a joint FAO/WHO conference on 
food additives which met in Geneva from September 19 to 22, 1955, 
and laid the groundwork for detailed technical studies by the newly 
created Joint FAO/WHO Expert Committee on Food Additives. 

The conference recommended to the directors general of the FAO 
and the WHO: (1) collection and dissemination, in cooperation with 





" Work cited at footnote 19. = The first report of this committee was 
issued on December 19, 1956. 
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national and international governmental and nongovernmental bodies 
in this field, of complete data on all scientific technological and legal 
aspects of the use of food additives, (2) promotion of general principles 
governing the use of food additives, with special reference to their 
legal authorization, and recommendation of suitable uniform methods 
for the testing of food additives and (3) giving of priority to the study 
of food colors, preservatives (antimicrobial agents and antioxidants) 


and emulsifiers 


Based on these recommendations of the conference, the Joint 
FAO/WHO Expert Committee on Food Additives met in Rome 
December 3-10, 1956, and issued a first report on its meeting. It con 
tains (1) a definition of the legitimate use (when technologically 
justified) of food additives, (2) a recommendation concerning safety 
tests, (3) a recommendation concerning quantity limits, (4) a recom 
mendation for legal control through the use of a permitted list in 
preference to the method of a prohibited list, (5) a recommendation 
for requirement of a label declaration of the presence of additives in 
food and (6) a recommendation concerning effective law enforcement. 


The above-mentioned joint expert committee held its meeting, 
with the participation of a number of invited observers representing 
several national and international nongovernmental organizations in 
terested in this field which, in turn, follow the practice of inviting 
representatives of the WHO and the FAO to their own meetings 

Of great practical importance are the Central Technical Services 
of WHO, putting out a wide range of technical publications. One of 
these is a quarterly entitled /nternational Digest of Health Legislation,” 
which contains summaries and, sometimes, the text material of cur 
rent “health laws and regulations,” including those dealing with food 


and drugs. 


Regional Agencies of WHO.—Articles 44-54 of the constitution 
make it possible for the health assembly to establish regional organiza 
tions to serve certain geographical areas which, however, remain 
integral parts of the WHO. Each regional organization consists of a 
regional Committee and a regional office. The basic functions of the 
regional committee are to formulate policies governing matters of an 
exclusively regional character, to supervise the activities of the regional 
office and to cooperate closely with the main organization in all mat 


ters of general policy. 





® See footnote 45. 
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\t this time there exist six regional organizations of WHO: in 
New Delhi, Alexandria, Manila, Washington (where the Pan Amer- 
ican Sanitary Bureau acts as the regional office for the Americas), 
Brazzaville (for the southern part of Africa) and Geneva (for Europe 

but about to move to Copenhagen) 

The Pan American Sanitary Organization,” represented by the 
Pan American Sanitary Bureau and the Pan American Sanitary Con- 
ferences, and all other intergovernmental regional health organiza 
tions in existence prior to the date of signature of the WHO constitu 
tion were to be integrated with the WHO in accordance with Article 
54 of the constitution. 

Regional cooperation between the governments of the American 
republics along general political, cultural and economic lines is also 
promoted by the Pan American Union (organized in 1890 under the 
former name of International Bureau of American Republics), which 
also acts as general secretariat of the Organization of American States 


(with its charter signed at Bogota on April 30, 1948). 


Other Governmental, Semiofficial and Private Agencies and 
Organizations Engaged in International Health Work 

Even a superficial survey of the national and international work 
done with respect to the promotion of health, in general, and of ade 
quate legislation and law enforcement in the field of food and drug law, 
in particular, would not do justice to the subject matter if it did not 
mention the invaluable contributions made to progress in this field by 
literally scores of national and international, governmental, semi 
official and private agencies and organizations, scientific, professional 
and business associations, and other bodies representing different 
segments of informed public opinion, Many of these organizations 
existed before the special governmental international bodies described 
in the preceding chapters were set up by international treaties and 
conventions or under the charters of the League of Nations and, later, 
the United Nations, In fact, the pioneering work done by many of the 
“nongovernmental” organizations and the public pressure built up by 
some of their crusading activities may have been decisive in some 
instances in persuading the particular government to become an active 
member of an international organization. 

Many, but not all, of these “NGO's” have been granted “con- 
sultative status” by the UN, but they continue to develop their own 








* See documents cited at footnote 33. 
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research projects and to propagate their own ideas, which usually 
receive world-wide publicity by the international press, which is very 
sensitive to all developments concerning public health. Very fre- 
quently, groups of these national and international organizations rep- 
resenting different countries hold regional or international meetings 
and invite representatives of FAO and WHO to attend the meetings 
as “observers.” 

It would require a separate article to list fully and discuss the 
pertinent activities of all these special organizations in the United 
States alone. For the sake of illustrating the point we shall mention 
at random just a few organizations in our country which have taken 
a most active interest in the field of food and drug law: American 
Bar Association and the various state bar associations; ** the Associ- 
ation of Food and Drug Officials of the United States; the Association 
of Official Agricultural Chemists; Commerce Clearing House, Inc.. 
publishers ; * The Food Law Institute and a number of American law 
schools ; *? Grocery Manufacturers of America, Inc.;** National Acad- 
emy of Science-National Research Council;** National Drug Trade 
Conference; National Institutes of Health; * and many others. 

On a regional basis (the American republics), a Latin-American 
chemist, Dr. Antonio Ceriotti, was apparently the first one to conceive 
the idea of promoting a Latin-American food code. The First South 
\merican Chemical Congress, in Buenos Aires, in 1924, appointed a 
committee to prepare the draft of such a code, which was submitted 
to the Second South American Chemical Congress, in Montevideo, in 
1930, under the title Codex Alimentarius Sudamericano, but was not 
officially approved by the congress. In fact, during the subsequent 
years it was felt that a more elaborate codex would be required, and 





issues special legal bulletins to its mem- 
bers informing them of the latest develop- 
ments in the federal, state and, sometimes, 
foreign food law. 

*” Chartered by act of Congress in 1863 as 
a private nonprofit organization. The Food 


“The American Bar Association has a 
special division of food, drug and cosmetic 
law, which holds annual meetings. The 
same is true of the New York State Bar 
Association and many other state bar 
associations. 





*In addition to The Food Law Institute 
Series and the Food Drug Cosmetic Law 
Journal, this organization also publishes 
the invaluable Food Drug Cosmetic Law 
Reporter with periodic loose leaf supple 
ments containing up-to-date annotated texts 
of federal and state laws and regulations, 
together with pertinent court decisions. 

* New York University Law School and 
many other law schools in the United 
States are now offering special courses and 
seminars in food, drug and cosmetic law. 

* This is the over-all organization of food 
manufacturers in the United States. It 





and Nutrition Board, a subdivision of the 
National Research Council, issues a series 
of technical publications. A very timely 
one is No. 398, entitled ‘“‘The Use of 
Chemical Additives in Food’’ (February, 
1956), which was prepared jointly with the 
Food Protection Committee. 

® The National Institutes of Health are 
part of the United States Public Health 
Service. The National Cancer Institute, 
one of its subdivisions, published a com- 
prehensive Survey of Compounds Which 
Have Been Tested for Carcinogenic Ac- 
tivity (2d Ed., 1951). 
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the third South American congress, in Rio de Janeiro, in 1937, recom- 
mended to the Latin-American governments as a model the Broma- 
tological Regulation (Food Code) of the Province of Buenos Aires. 
The Sixth Latin American Chemical Congress, in Caracas, in 1955, 
finally appointed a new committee, under the chairmanship of Dr. 
Carlos A, Grau of Argentina, to draft an up-to-date Latin-American 
food code and to submit the draft to the Seventh Latin American 
Chemical Congress, which is to meet in Mexico City in 1958. 


It is interesting to note that a great deal of important work has 
been done in many of the Latin-American republics during the last 
two decades in promulgating or preparing modern health legislation 
and, particularly, food legislation ** but that it is apparently keenly 
felt in many quarters that even greater progress can be achieved by 
working out and introducing uniform definitions, standards and label- 
ing rules for food products in all of the Latin-American republics 
which would not only satisfy the safety requirements from the point 
of view of public health but would greatly encourage trade between 
the republics.” 

A concentrated effort to draft uniform standards for the introduc- 
tion and distribution of drugs in Latin America is being made by the 
Cooperating Committee of the Pan American Medical Confederation 
and members of the pharmaceutical industry under the chairmanship 
of Dr. S. Rodriguez. A comprehensive outline of such standards was 
approved at the IV General Assembly of the Pan American Medical 
Confederation, in October, 1955, and later endorsed by the Pan Amer- 
ican Sanitary Bureau, which has been entrusted with the task of 
securing implementation of the standards.” 

The Inter-American Bar Association has just joined the ranks of 
professional organizations which are taking an active interest in food 
and drug legislation.” 

If we cross the Atlantic and take a look at developments in Europe, 
we shall likewise find a great deal of activity in our field of interest. 

In the United Kingdom, the Association of Public Analysts, the 
Food Group of the Society of Chemical Industry and the Society for 


Analytical Chemistry have been very active in studying problems 





“Information received from Dr. Ro 


driguez. 


~ @ Latest published edition is the fourth 
revised edition, of 1949 (Reglamento 








Bromatolégico de la Provincia de Buenos 
Aires). 
“© Zimmerman, work cited at footnote 12. 
“La Nacién (Buenos Aires), May 13, 
1957. 


* This topic appears on the agenda of 
the next meeting in Buenos Aires, sched- 
uled for November, 1957. 
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connected with food legislation, On July 26, 1957, another very im- 
portant meeting is scheduled under the joint sponsorship of these 
organizations and The Food Law Institute, Inc., in New York City, 
with an agendum on “Control of Chemical Additives in Food” and a 
broad international participation including government officials from 
the United States, Canada, United Kingdom and the European con 
tinent. It coincides with a meeting of the American Bar Association 
in London so that the legal profession will be well represented. 

A look at the European continent likewise reveals an ever-increas 
ing interest and activity in health, nutrition and related matters since 
the end of World War II. The most signitcant development of the 
postwar years is the gradual and systematic build-up of a very close 
cooperation between governments, nongovernmental organizations 
and private individuals, particularly scientists, of the European coun 
tries outside of the Soviet orbit. The trend toward increasing regional 
and, eventually, European cooperation and toward the gradual obliter 
ation of national border lines is noticeable in many fields and has been 
greatly encouraged by the recent creation of such international bodies 
as NATO: the European Coal and Steel Community; the Benelux 
Customs Union; the European Economic Community (formerly re 
ferred to as the “Common Market” proposal); and the European 
Atomic Energy Community, comprising the Benelux countries, France, 
the German Federal Republic and Italy. The two separate treaties 
setting up the two last-mentioned communities were signed by the 
representatives of the respective governments on March 25, 1957, in 
Rome, but they still need to be ratified. The normalization of travel 
conditions and a remarkable economic recovery in most Western 
European countries have likewise facilitated the holding of interna 
tional conventions and conferences of all sorts, usually at tourist 
attractive places. 

In May, 1954, a group of Western European scientists met at Bad 
Godesberg in the German Federal Republic at the invitation of the 
German Research Association in order to discuss the subject “Pro 
phylaxis of Cancer.” Twelve European countries and the Interna 
tional Union Against Cancer were represented at this conference. The 
discussion revolved around the use of synthetic food colors and other 
food additives, the question of adequate safety tests and the creation 
of a permanent “International Cancer Prevention Committee.” “ The 





“A summary of this meeting in German, Deutsche Forschungsgemeinschaft, Bad 
French and English was published by Godesberg 
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same subject matter was taken up again by an even larger group of 
European scientists at Wageningen, Holland, in July, 1956. 

A parallel discussion of the subject of “foreign substances in food” 
was initiated by two very active intergovernmental organizations with 
headquarters in Paris: Commission Internationale des Industries Agricoles 
(CIIA)* and Bureau International Permanent de Chimie Analytique 
(BIPCA).* These two organizations are primarily concerned with 
scientific, technical and economic questions affecting the food, agri- 
cultural and biological industries. They jointly organized and con- 
ducted a series of symposia with broad international participation by 
government officials, representatives of nongovernmental organizations 
and individual experts in the field of nutrition and related sciences. 
Observers representing FAO and WHO are usually invited and 
present. The first symposium took place in Vienna in July, 1955; the 
second, in Amsterdam in July, 1956, immediately after the Wagen- 
ingen Conference; and the third, in Como, Italy, in May, 1957. 
Complete reports on the papers submitted, the ensuing discussions 
and the resolutions adopted are published by C//A and BIPCA with 
summaries in English. 

Two interesting proposals—discussed at the second symposium 
in two papers, submitted by Dr. H. Frenzel, former Austrian Minister 
of Social Affairs and author of the Austrian Food Code (Codex Ali- 
mentarius Austriacus )** and by Dr. Leon Villanta, professor of broma- 
tology at the University of Madrid—recommended the creation of 
national committees in each country to do the preparatory work 
required for the drafting of a uniform European Code of Food Stand- 
ards (Codex Alimentarius Europaeensis). The idea of such a European 
food code had been earlier suggested by the Swiss Federal Health 
Department, and the symposium recommended that the Swiss na 
tional committee should undertake the job of co-ordinating the work 
of the various national committees of the other countries on a regional 
basis. While it was generally agreed that the gofl of a European 
Food Code was desirable and meritorious, the practical difficulties of 
such an enormous undertaking were frankly discussed at the meeting. 
No definite understanding was reached regarding the desirable scope 





“ The Union of International Associa- about CJJA can be found, under No. 70, on 
tions in Brussels, Belgium, publishes a p. 175. 


very useful yearbook (latest edition, 1955- ® See Yearbook of International Organ- 
1956) listing all the international organiza- izations, No. 112, at p. 221. 
tions with constitutional and other data ® Presently in force in the third revised 


including an alphabetical list of abbrevia- edition (1954). 
tions in English and French. The data 
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of the codex and the best method of putting it eventually into effect: 
by legislative action in each country concerned or by voluntary adop 
tion of the standards by government and industry alike. 

In a speech delivered at a meeting of the German Society for 
Nutrition in Mainz in April, 1957, Dr. Frenzel subsequently elaborated 
on his idea of European food standards which should be limited to 
foods distributed on an international scale and should preferably be 
adopted by voluntary action of all parties concerned, a method which 
had worked very well in Austria. First priority, however, should be 
given to reaching a clear understanding between all countries con 
cerned on the basic definitions and principles which are to govern 
the food law, such as the definitions of “harmfulness,” “adulteration” 
and “misbranding.” 

Many other important and internationally significant develop 
ments in the field of food and drug law take place, in various parts of 
the world and particularly in the United States, which have not been 
mentioned or could not have been dealt with in sufficient detail in 
a single article the main purpose of which is to acquaint American 
readers of this JoURNAL with the most important activities on the 
international scene. Those foreign readers of the Foop Druc Cos- 
METIC LAW JOURNAL who are interested in informing themselves in 
detail about the very eventful and important recent developments in 
the United States and particularly the lively discussion on the subject 
of “Chemical Additives in Foods” which was started by the Congres- 
sional hearings conducted by the Delaney Committee from 1950 to 
1952, will find a wealth of reference material and of information repre 
senting all sides of the discussion in the former issues of this JOURNAL. 


[The End] 


TOILETRIES—MONOPOLIZATION— 
TRADE-MARKED PRODUCTS 


In a decision filed July 9, the United States District Court for the 
Southern District of New York held that an American company having 
a French affiliate which granted to it the trade-mark rights to toilet 
goods and the exclusive right to distribute such goods in the United 
States attempted to monopolize—and did monopolize—trade in such 
trade-marked goods by utilizing Section 526 of the Tariff Act of 1930 to 
exclude potential competitors from dealing, in the United States, in the 
products sold abroad by its French affiliate. The “relevant market” 
was defined as the trade-marked toilet goods of the American company 
The same ruling was made as to two other American toilet-goods com 
panies.—Reported in CCH Trape REGULATION REporTSs at § 68,771 (Re- 
port No. 79, July 26, 1957). 














Progress and Problems—— 


The Deputy Commissioner of Food and Drugs—aAddressing the 1957 Meeting, 
Division of Food, Drug and Cosmetic Law, American Bar Association, at 
New York City, July 12—Reiterates FDA's “‘Open Door Policy,"’ Inviting 
Discussions of Views on Proposed Legislation and on Enforcement Problems 


R. CHAIRMAN and Fellow Members of the Division of Food, 
i Drug and Cosmetic Law: 


\s always, it is a pleasure for me to attend this meeting and dis- 
cuss developments involving the Food and Drug Administration. 


The past year has been a fruitful one for the Food and Drug 
Administration. It was the first year of the expansion program recom- 
mended by the Citizens Advisory Committee on the Food and Drug 
Administration. We had a total appropriation of approximately $16.75 
million. The Congress has just passed an appropriation of $19.3 
million for the fiscal year that began the first of this month. Many 
of you urged the appropriation of this amount when you learned that 
there was a move to reduce it materially in the House. We appreciate 
your recognition of the importance of good administration of the food 
and drug laws. 

The 37 per cent increase over last year’s appropriation does not 
represent a 37 per cent expansion, fur a material amount of the extra 
funds will go into the general retirement fund—the first year this 
has occurred—and to offset the general increase in cost of operating. 
Even so, the increase will permit a very satisfactory second step in the 
expansion program. It will permit the employment of additional in- 
spectors and chemists, some replacement and modernization of our 
scientific facilities, greater coverage of important enforcement prob- 
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lems, and the equipping of a new field district to be located at Detroit, 
Michigan. 

Some of the more important fields that deserve increased atten- 
tion are (1) the effect of the atomic age on food and drugs, (2) prob 
lems associated with increasing production of ready-to-eat foods, (3) 
better methods of sampling public opinion, (4) improved and expanded 
educational work, (5) cheats and frauds, (6) chemical food additives 
and (7) better control of the illegal widespread distribution of barbi 
turates and amphetamines. 

As civilian use of atomic energy increases, we will make careful 
checks of food-processing plants that may be affected by waste prod- 
ucts from atomic reactors. We will conduct surveys to determine 
whether the radioactivity of water supplies and other raw materials 
coming into the plants is within safe levels and whether manufacturing 
operations concentrate the radioactivities so as to endanger the 
factory’s output. 

Additionally, we will conduct a long-range program to determine 
permissible tolerance levels for radioactivity in food, to establish them 
by regulation in accordance with statutory authority and to monitor 
the food supply to determine that it is safe from the standpoint of 
radioactivity. 
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We have secured samples of foods known to have been packed 
before 1945; these are being examined in our laboratories now for 
radioactivity. The results will be compared with data obtained on the 
same foods produced in the same areas of the country in future years 
so that when we need to know what radioactivity foods naturally had 
before the advent of the atomic age this information will be available. 


lonizing Radiation and Food Preservation 

We are continuing to keep abreast of developments in the ex- 
periments now under way to determine whether ionizing radiation is a 
suitable method of preserving food. We continue to check on the 
safety of the newer drugs and devices that contain radio isotopes. 

We have conducted, and will continue to conduct, a material 
amount of research on the microbiological problems involved in the 
production and handling of precooked ready-to-eat foods. This is 
necessary because the precooked food may be eaten as it comes from 
the grocer without the sterilization that accompanies the cooking of 
ordinary foodstuffs. The sanitary conditions under which such food 
is manufactured and the conditions under which it is stored are im- 
portant and we urgently need some good index of quality in the 
finished product. Microbiologists in federal, state and local govern- 
ments are working together in an effort to develop some such index. 

With information obtained from our own consumer consultants, 
from others in a position to know what consumers desire and, where 
necessary, through increased employment of opinion surveys, we ex- 
pect to obtain better data upon which to base our future administration 
of the law. This will be paralleled by increased educational work. We 
already have the start of a broad program aimed at promoting law 
compliance through information and educational effort directed to the 
public and industry. This program will be carried forward vigorously 
in cooperation with state and local enforcement officials. 


Frauds and Cheats to Receive More Attention 
There will be increased attention to frauds and cheats during 
the current year. Last year we took legal action against a number of 
serious cheats; this work will continue. 
The Food Standards Committee was reactivated during the past 
year. With its help we will press forward in promulgating and en- 


forcing food standards. 
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New legislation has been proposed to the present Congress that 
would have a significant impact on our work. There are nine bills 
before the House of Representatives, presenting six new procedures 
for dealing with chemical food additives. Additional bills are before 
the Senate. There appears to be increasing recognition by industry, 
consumers and the government of the need for a better method of 
controlling these additives. It seems that we are closer to general 


agreement on the basic principles for controlling them. 


Each of the bills would require the person who wishes to promote 
a new food-additive use to test the additive before marketing it com 
mercially to establish the safety of the proposed use; each would 
require the results of the tests to be submitted to the government 
before marketing of the additive, and most of the proposals would 
exempt from the requirement of further testing uses already approved 
by the Food and Drug Administration or, in the case of meats, by the 
Meat Inspection Division of the Department of Agriculture. This 
represents a type of “grandfather clause” that appears to us to safe 
guard the public health and to be workable. Each bill would exempt 
from its coverage chemical uses generally recognized as safe by ap 


propriate experts, 


Questions Concerning Additives 

The three major questions yet to be resolved seem to be: 

(1) Should the government consider usefulness to the consumer 
or functional value or, in case of poisonous or deleterious chemicals, 
necessity for using an additive, in addition to questions of safety ? 

(2) What type of appeal procedures should be provided ? 

(3) Should the law prohibit the presence in food of any substance 
that produces cancer in any animal by any method of administration ? 

Our views on the first two questions are so well known that there 
is no need to repeat them here. Based on discussions we have had 
with a number of informed people, we believe that agreement on them 
may be near. 

Importance of the cancer question has been intensified recently. 
We are just as anxious as anyone else in seeing that no food that 
produces cancer is marketed. We think it is necessary to examine pro 
posed methods of accomplishing this to be sure they are practical. 

Scientists can produce cancer by repeated injections of solutions 
of ordinary sugar into the muscle tissue of test animals or by injec 
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tions of peanut oil, cottonseed oil, lard or tannic acid. But we don’t 
consume these substances at the dining table by injection. Is there 
any reason for barring them from the diet because by an extraordinary 
procedure they can be made to produce cancers? Is there any reason 
for singling out cancer for special mention in the food laws in prefer- 
ence to diabetes, high blood pressure, nephritis or other serious dis- 
orders? All of these are important. All of them can be covered by 
adequate legislation that prohibits the marketing of an additive until 
sound scientific data satisfy competent scientists beyond a reasonable 


doubt that uses proposed for them are safe. 


Public Apprehension as to Food Supply's Safety 


The fact that some of the bills now before Congress do refer 
specifically to cancer is an indication of a growing apprehension about 
the safety of our food supply. This is not good. It is most unfortunate 
that government and industry are under a cloud of suspicion because 
a loophole in the present law permits untested or inadequately tested 
chemicals to be put in food. If we are to have sound legislation it 
should be passed before a wave of public hysteria precipitates the 
passage of an unsound law. 

Several bills have been introduced to curb the abuses occurring 
from indiscriminate use of barbiturates and amphetamines. They 
would require legitimate drug outlets to keep ordinary business 
records of their handling of these compounds. This would permit im- 
proper sales to be detected by simple audit, and would allow the law- 
abiding handler of the drugs to be dismissed from further considera- 
tion with a minimum of inconvenience. The bills would not require 
record-keeping by physicians and would not interfere in any way with 
the legitimate practice of medicine. 

The proposed law would grant the federal government jurisdic- 
tion over the sale of barbiturates and amphetamines regardless of 
their origin, thus removing the protective shield behind which shady 
operators have taken refuge. It would also make the unauthorized 
possession of barbiturates and amphetamines an illegal act—an im- 
portant tool in regulating clandestine distribution of these drugs by 
peddlers. But it would leave the burden of proof on the government. 
The possessor of barbiturates or amphetamines would be presumed 
to be innocent until the government proved otherwise. 
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While there are other proposed bills—with a direct or an indirect 
bearing on our work—the ones mentioned are those which are likely 


to create the most public interest. 


Recent Court Cases—Questions of Seizure and of Restitution 

Some of our other recent court experiences are of interest. In a seizure 
action in which some of the material involved was released while con 
demnation of the rest was granted, the district judge ruled favorably 
upon a motion from the claimant that the government pay all of the 
storage charges for the libeled material not only for the period between 
seizure and adjudication, but also for that between sampling and 


seizure. The government has appealed this decision. 


The question of restitution was raised in an action against the 
distributors of certain glandular products which were falsely repre 
sented for relief from male sexual weakness and impotence and for 
rapid sexual rejuvenation. Following the entry of a permanent in 
junction order by consent, restraining the promoters of these mis 
branded articles from distributing them in interstate commerce, the 
government filed another motion requiring the defendants to make 
restitution to past and present purchasers of their products. The dis 
trict court held, and the United States Circuit Court of Appeals con 
curred, that neither the Federal Food, Drug, and Cosmetic Act nor 
“any other legislation” gives the district court jurisdiction to grant 


the relief sought by the petitioner for restitution. 


Durham-Humphrey’'s Constitutionality Tested 
The constitutionality of Section 503(b) of the Federal Food, 
Drug, and Cosmetic Act (the so-called Durham-Humphrey Amend 
ment) was contested in two separate actions. Each case was carried 
to the Supreme Court, which upheld the constitutionality of the law 


In another interesting case, brought under the Tort Claims Act, 
an importer sought damages from the government for losses incurred 
when the Food and Drug Administration seized imported tomato 
products which, at the time of import, had been examined and passed 
The court ruled that, despite the fact that the Administration later 
reversed itself, responsibility for compliance with the Food, Drug, and 
Cosmetic Act rested with the merchandise and its owners and that it 


could not be shifted to the government. 
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Perhaps as a result of successful prosecution actions against two 
of the country’s major food faddists who falsely represented their 
“health foods” as cure-alls, we find ourselves confronted with a bitter 
attack from an apparently well-organized and vocal association of 
pseudonutritionists. The group has bombarded the Congress, as 
well as the citizenry, with broadside attacks against recognized au- 
thorities in the field of nutrition who disagree with their views and 
has made wholly unjustified claims of alliances among the Food and 
Drug Administration, the American Medical Association and certain 
segments of the food industry, designed to suppress their work as 
true nutritionists and to enrich the medical profession and certain 
food manufacturers at the expense—both financially and from a stand- 
point of health—of the American people. Congressional investigation 
has been requested and some support has been gained along this line. 
Whether such an investigation will ever materialize, or what result it 
might have, we cannot predict. However, one thing is certain: We 
shall continue to proceed vigorously against those persons who through 
half-truths and deliberate falsehoods continue to prey upon the sick 
and gullible with false promise of benefit. 


The likelihood of a food and drug headquarters building in Wash- 
ington continues bright despite the economy wave in government. 
Architectural plans are completed and the site is provided for. Work- 
ing specifications will shortly be prepared. The chances are great 
that the program will be changed over from lease-purchase to straight 
appropriation. Completion is still anticipated in 1960. 


Invitation to Discuss Views 

In speaking with you today it has not been my purpose to go into 
any of the several points I discussed in any great detail, but to acquaint 
you rather broadly with what we have in mind for the somewhat 
immediate future. Mr. Larrick and my other associates join me in 
extending a sincere invitation to each of you to feel free to call upon 
us at any time for a discussion of any of the many mutual problems 
facing us. Your views on such matters as proposed legislation and 
enforcement problems are of material aid to us in shaping the Ad- 
ministration’s policy. [The End] 


OO 





~ 


€ 
I 
l 
i 
s 
a 
f 





CHRISTOPHER 


COMMENTS 





Thomas W. Christopher is associate dean and professor of law at Emory 
University, Atlanta, Georgia. 


Meat Packers and FTC.—A Federal Trade Commission hearing 
examiner has ruled that FTC has no jurisdiction in antitrust matters 
over a company which operates a meat-packing plant.’ Involved 
was a large grocery chain with over 200 stores, doing an annual 
business of about $475 million. The chain operates a meat-packing 
plant which sells about $25 million worth of meat products a year. 

On these facts, the examiner ruled that the entire business—in 
FTC antitrust matters—is included under the Packers and Stockyards 
Act * and, thus, is under the jurisdiction of the Department of Agriculture 

If upheld, this ruling will present difficulties in enforcement by 
FTC. For example, if General Motors should purchase the stock of a 
meat-packing concern, the Department of Agriculture would regulate 
the competitive practices of General Motors as a whole. 

The Packers and Stockyards Act excludes FTC from jurisdiction 
over packers.* Also, the act includes in its definition of “packer” a 
person who owns the stock of, or controls, a packing concern.* The 
purpose of this broad definition is to prevent evasion. 

There is little authority as to the extent of the exclusion of FTC 
by this provision of the Packers and Stockyards Act.’ It is clear. 


(Continued on page 445) 


1 Food Fair Stores, Inc., Dkt. 6458, ini- or handler to (a) Engage in or use any 
tial order, April 18, 1957; CCH Trade Regu- unfair, unjustly discriminatory, or decep- 
lation Reports % 26,454 tive practice or device in commerce." (7 

2 See Christopher and Dunn, Special Fed- USC Sec. 192 (1952)) 
eral Food and Drug Laws (1954). p. 99 *7 USC Sec. 191 (1952) 

7 USC Secs. 181 and following (1952) * A 1940 decision holds that the agency is 


**So long as this chapter remains in excluded. But the facts there involved a 
effect, the Federal Trade Commission shall meat product. United Corporation v. FTC, 
have no power or jurisdiction so far as re- 110 F. (2d) 473 (CA-4, 1940). The FTC has 
lating to any matter which by this chapter ruled that it has no authority over the ad- 
is made subject to the jurisdiction of the vertising of oleomargarine produced by a 
Secretary." (7 USC Sec. 227 (1952)). The meat packer (Armour & Company, CCH 


act also provides “It shall be unlawful Trade Regulation Reports © 25.944 (1956)) 
for any packer or any line poultry dealer 
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The Scientists’ Forum 





By BERNARD L. OSER 


Director, Food Research Laboratories, Inc. 


The editor of “The Scientists’ [note the plural] Forum"’ stresses the 
fact that this department is not to be construed as his private bailiwick. 
Contributions in the form of articles, reports and briefer comments—especially 
from scientists and technologists, but from others as well—which pertain to 
scientific questions arising under food, drug and cosmetic laws will be grate- 
fully received. Scientists, like most citizens, sometimes say ‘there ought to 
be a law" or attack certain laws as obsolete, irrational or inconsistent. When 
such views have a valid foundation, this department can provide space for 
their expression and for presentation of supporting evidence. 

From time to time, scientific experts have been criticized for their inability 
to agree upon, or to form, judgments or for making pronouncements in areas 
outside their ken. To the extent that such attacks appear from the legal 
front, it is hoped that this forum will be used both for attack and defense. 

In short, this is a meeting ground dedicated to the promotion of a 
cooperative relationship between the professions of law and science in a 
particular area where substantial community of interest prevails. 


Report on Third Symposium on “Foreign Chemicals in Foods,”’ 
at Como, Italy, May 14-18, 1957 
Introduction—This symposium was the third in a series of five 
sponsored jointly by the International Commission of the Agricultural 
Industries (Commission Industries des Agricoles) and the Permanent 
International Bureau of Analytical Chemistry (Bureau /nternational 
Permanent de Chimie Analytique). The secretary general of the former 
organization is Professor C. R. Shabetai whose office is at 18, Avenue 
des Villars, Paris VII*. The president general of the symposia is the 
venerable French chemist Dr. Gabriel Bertrand. 
The first of the symposia was held in 1955 in Vienna; the second 
was held in July, 1956, in Amsterdam. The proceedings have since 
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been published. The recent one was attended by about 270 scientists 


and administrative officials—143 from Italy, 39 from France, and the 
remainder ‘from 17 other countries. Three persons came from the 
United States: Dr. Francis A. Gunther, of the University of California, 
Riverside, California; Dr. Lloyd W. Hazelton, of Hazelton Labora- 
tories, Falls Church, Virginia; and the writer. 

Program.—The first day of the symposium was devoted to meet- 
ings of various subcommissions—the subcommission on antiseptics, 
under the chairmanship of Professor 5. W. Souci, director of the 
German Institute for Research on Food Chemistry, Munich; the sub- 
commission on antibiotics, under the chairmanship of A. L. Bacharach 


now a private consultant but formerly associated with Glaxo Labora 


tories, London, England; the subcommission on coloring matter, under 
the chairmanship of Professor R. Truhaut of the Toxicological Labora 
tories, Faculty of Pharmacy, Paris; and the subcommission on toxi 
cological testing, also under the chairmanship of Professor Truhaut 


The writer is a member of the subcommission on antibiotics 


The second day was devoted to the formal opening of the sym 
posium, addresses of welcome being made by various Italian host 
members of the conference as well as by officials of the sponsoring 
organizations. In addition, several addresses were delivered on the 
effects on nutrition of farm animals of the “biological catalysts,” the 
employment of pesticides, herbicides and germicides, and toxicological 
problems arising therefrom. These discussions and addresses were 
continued into the third day of the conference. Among the participants 
were Professors C. Foa and A. D’Ambrosio, both of Milan; Professor 
F. Reith, of Utrecht; Professor R. Klimmer, of Bonn; Professor E 
Bottinni, of Turin; Madame van den Bruel-Dormal, of Belgium; 
Professor M. E. Alessandrini, of Rome; Dr. Gunther; and Professor 
Truhaut. 

The general tenor of these addresses was to emphasize the need 
for effective regulation in the interest of protecting the consumer not 
only against toxicological hazards resulting from pesticidal residues, 
but from possible dietary deficiencies due to effects of additives on 
nutrients. It was suggested by Professor Foa that while it is right 
to forbid adulteration of food, it is unwise to denounce dangers that 
exist only in theory. Recommendations were advanced for various 
international and intranational approaches to the regulatory aspects 


of foreign substances, including the promulgation of lists of approved 


439 





PAGE 440 FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1957 


additives, the establishment of a Codex Alimentarius Europacensis, the 


specification of toxicological testing procedures and “permissible 


maxima,” or safety limits, and the regulation of label declarations of 
ingredients added to foods. 

One of the difficulties of international regulation was illustrated 
by Professor Reith’s estimates of the possible consumption of arsenic, 
lead, copper, mercury and fluorine resulting from their presence at 
specified tolerance levels, based on the assumption of a daily intake 
of 200 grams of fruits and vegetables. Professor Schweigert contended 
that South Africans might eat as much as ten times this quantity. 
In a similar vein, it was later pointed out that stilbestrol implantation 
in the necks of chickens posed a special risk to Austrian peasants who 
make a soup from chicken heads. 


On this subject of regulation, Dr. A. G. P. van Veen, representing 
the Food and Agriculture Organization, stressed the futility of attempt 
ing to adopt international legislation in an area affected by divergent 
viewpoints within countries, as well as between them, and by differ- 
ences in national dietary and technological requirements. He pointed 
out, however, that cooperation—rather than legislation—is possible 
at the international level even though the results are slow, and that 
meetings such as the Como one tended to promote a more rational 
approach to the subject. He pointed to the activity of FAO in publish 
ing regular reports of “Current Food Additives Legislation” and said 
publication of a similar release might be undertaken in the field of 
pesticides legislation 

The conservative viewpoint of certain German scientists was 
manifest in the proposal of Professor Klimmer that no residues of 
pesticides, however safe, be permitted in basic foods (the major 
sources of calories and vitamins in any particular country), and 
tolerance limits be established for the use of all other pesticides except 
certain “dangerous” ones which should be abolished altogether. He 
was questioned on where to draw the line as to basic v. nonbasic foods 


and dangerous v. nondangerous pesticides. 


Several papers—notably those by Mme. Dormal and Dr. Gunther 
were directed toward the technical aspects of residue analysis, 
including the distribution and degradation of pesticides on and in plant 
tissue, also the time relationships between application to crops and 
the distribution of produce for consumption. Emphasis was placed 
on the necessity for pesticides in agricultural production and, hence, 
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for establishing realistic tolerances. Modern techniques of residue 
analysis require elaborate and expensive equipment as well as the 
organized support of the agricultural industries. Reference to dipheny! 
(used on orange wrappers) as a coal-tar derivative and, thus, a source 
of possible carcinogens was described as “witchcraft.” Similar allusions 
were made by Professor Bruecke, of Vienna, to the attacks on the 
fumigant methyl bromide, capable of binding sulfide (HS) groups 


but without adverse residual effect under conditions of practical usage 


On the third day, discussions continued on the subject of inter 
national control. M. Souverain, a French regulatory official, proposed 
not only the promulgation of lists of permitted additives, but the 
establishment of international certificates of conformance for trade 
in major food items. These would be based on specifications govern 
ing the identity, labeling, and conditions of use (and removal) of pet 
mitted pesticides. 

Several reports were presented from the viewpoint of the agron 
omist on the use of artificial maturing agents, growth inhibitors and 
chemical fertilizers in agricultural production. Some question was 
raised as to the desirability of using such agents even though their 
functional values were generally admitted. The wiser course, it was 
said, is to use manures of various compositions as fertilizers, to use 
genetic methods for the improvement of food crops and to use surgical 
(“natural”) castration rather than estrogenic hormones until more is 
known of the latent effects of chemical treatments. Nevertheless it 
seemed to be agreed that, when “properly” used, such chemical sub 
stances present no foreseeable possibility of impairing the hygienic 


value of fe ” ds. 


Reports of subcommissions were presented on the fourth day of 


the symposium. Mr. Bacharach, in behalf of the subcommission on 
antibiotics, stated that careful consideration has been given to the 
preliminary draft of a report—to be submitted to the next symposium 

which will consider four aspects of the problem: (1) the presence 
in human food of antibiotic residues resulting from the oral adminis 
tration of antibiotics in feeding stuffs, whether this has primarily a 
nutritional, a prophylactic or a therapeutic objective; (2) antibiotic 
residues in fresh foods resulting from direct, preslaughter, clinical 
administration by whatever route, other than as a constituent of the 
animals’ food; (3) recent studies of antibiotics as pesticidal agents 


in agriculture and horticulture which seem certain to lead to commer 
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cial applications which will necessitate considering the amounts and 
effects of resultant residues on crops harvested for direct human 
consumption; and (4) the use of antibiotics as preservatives and, 
therefore, their presence in foods as additives rather than as residues, 
to be considered under several subheads, principally for meat, poultry 
and fish, but also for canned and raw vegetable products and in the 
whaling industry. 

A preliminary report of the subcommission on flavorings and 
condiments by Dr. M. H. Jacobs, of the United States, was presented 
in absentia. Recognizing the unreasonableness of a blanket prohibi 
tion of such additives on the ground that some may be toxic, a three 


point procedure for evaluating the problem of the safe use of flavors 


was proposed. This would involve (1) collecting data concerning 
toxicity and conditions of use, (2) establishing lists of relative toxicities 
of flavoring materials of varying degrees of importance and (3) con- 
sidering the status of pertinent regulations. The subcommission recom 
mended classification of flavoring materials as those considered suit 
able for use, those on which toxicity data should be gathered immedi 
ately, those on which such data should be reviewed or are desirable, 
and those which present data indicate should be banned. 

The use of estrogenic hormones in poultry and livestock was 
thoroughly debated on the fifth day. The advantages of diethylstil 
bestrol implantation in poultry were generally—but not unanimously 

recognized. It was declared, however, that the interests of the 
consumer were paramount to those of the producer and, hence, the 
uncontrolled use of such hormones should not be permitted. The 
practical effects of estrogens in cattle, sheep and swine were consid 
ered to be dubious or at least variable. Professor Bruecke opposed 
the prohibition—on purely theoretical grounds—of worth-while addi 
tives, including estrogens, pointing out that meat from a pregnant cow 
may contain as much as 50 milligrams of estrogen per kilogram. 
Nevertheless, he stated that one could not condone the administration of 
“definitely bad” things such as the implantation of estrogen crystals, 
which might result in the presence of added estrogens in human food, 
citing as examples the presence of estradiols in the fat of stilbestrol 
fed hogs or in chicken-head soup. He urged a moderate attitude and 
the exclusion of irresponsible experimentation. 

Professor P. Ubbels, of the Netherlands, referred to the United 


States Symposium on Medicated Feeds and joined Professor Bruecke 
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in support of the idea of an international commission of experts to 
assess the problem of hormones in feeds. Professor Truhaut, in com 
menting on Professor Bruecke’s remarks, agreed that the use of addi 
tives should not be permitted unless their chemical and biological 
properties were known but insisted that experimental evidence must 
also show a high probability of nonharmfulness 

Professor C. Antoniani, of Milan, discussed the relation between 
vitamins and enzymes from the viewpoint of the possible addition 
of the latter to foods. He concluded that more research is needed 
before any positive recommendations can be made. 

\ presentation was made by M. G. P. deFeral, of Paris, on the 
subject of label declaration of additives to foods. The guiding prin 
ciples were said to be (1) to insure honesty in commercial transactions 
and (2) to inform the consumer of the presence of ingredients which 
he might wish to avoid. A long, vigorous debate ensued in which 
most discussants supported the first objective rather than the second. 
[It was brought out that the declaration of ingredients had only limited 
value, from the public health standpoint, because many foods are not 


offered in packaged form; because foods containing additives in safe 


amounts would be avoided by those who fear, or are. confused by, 


incomprehensible chemical names; and because of the inequity of 
requiring the declaration of additives but not of the same compounds 
when present naturally. However, the meeting could not agree to a 
resolution on this subject; M. G. d’Eaubonne, a spokesman for indus- 
try, who argued against labeling of foods as though they were drugs, 
regretted the inability to reconcile the scientific, government and 
industrial views and urged continued efforts to seek rapprochement. 

Dr. Truhaut, speaking in behalf of the subcommission on colors, 
took cognizance of the views expressed at the 1956 meeting, in Rome, 
of the International Union Against Cancer, regarding the risks of 
carcinogenesis, and of a meeting in Ascona, Switzerland, in April, 
1957, at which the list of colors considered acceptable for food use, on 
the following page, was developed. 

At the conclusion of the symposium, a special committee, acting 
in behalf of the assembled group, presented the following resolution: 

The Symposium, considering the modern techniques of animal breeding that 
require the use of growth-promoting substances in the production of foods 
destined for human consumption, expressed the view that the following fou 
conditions apply to their employment. 


I. In the first place and fundamentally, harmlessness for human health of 
products derived from animals which have ingested these substances; proof of 
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List of Food Colors in Class II’ 
Schultz Color Index Hecht 
RED 
(1) Ponceau 4R 213 
(2) Scarlet GN 
(3) Azo rubine 
(4) Amaranth (FD&C Red No. 2) 212 
(5) Fast Red E 
(6) Ponceau 6R 215 
(7) Cochineal 1381 
(8) Orseille 
(9) Erythrosine (FD&C Red No. 3)’ 887 
(10) Anthocyanins 
ORANGE 
(1) Sunset Yellow FCF 
(2) Orange GGN 
(3) Bixin (Annato) 
YELLOW 
(1) Tartrazine (FD&C Yellow No. 5) 
(2) Fast Yellow 
(3) Quinoline Yellow 
(4) Resorcine Yellow 
(5) Turmeric (curcuma) 
G RI EN 
(1) Chlorophyll-copper complexes 
BLUE 
(1) Indigotine (FD&C Blue No. 2) 
(2) Indanthrene Blue RS 


BLACK 
(1) Brilliant Black BN 6 6 58 





‘Carotene and riboflavin were not listed * Not recommended in candies or other 
but are considered acceptable. foods used by children 





their efficacy in zootechnology; the absence of unfavorable effects on hygienic, 
nutritional, and technological properties; the possibility of control. 

Il. The Symposium considers that in the actual state of our knowledge there 
is no reason to think that the rational utilization of chemical fertilizers exercises 
an unfavorable influence on the hygienic and nutritional quality of plant products 
destined for man or animals. 


Ill. The Symposium, considering the emotions aroused in certain countries 
by campaigns of denigration against modern techniques of agricultural and food 
products, expresses the wish that greater publicity be given to these efforts in 
various countries and that competent bodies be invited to participate in order that 
public opinion be accurately informed of reliable scientific results and opinions 


IV. The Symposium, acting upon the wish expressed at Goettingen in 1955 
by experts of the Food and Agriculture Organization and the European Federa- 
tion of Zootechnology concerning animal nutrition, reemphasizes the urgency of 
international standardization of analytical methods and of legislation, work 
already undertaken in collaboration with the Permanent International Bureau of 
Analytical Chemistry. 


While questions have been raised as to the official international 


status of the organizations sponsoring these symposia, they appear 
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to be providing a valuable medium for the exchange of views among 
the participating countries. The Food and Agriculture Organization 
and the World Health Organization of the United Nations and also 
the International Union of Pure and Applied Chemistry have unques 
tioned official standing. However, the activities of these agencies 
often lead to questions which are referred back to their respective 
member countries and, ultimately, it is individuals such as those who 
attend this symposium who are called upon to render opinions or 
to make decisions in behalf of their countries. Thus, continued attend- 
ance at, if not official participation in, these symposia would appear 
to be highly desirable. 

In the writer’s view, we in the United States of America have a 
much broader base of experimental, technological and toxicological 
knowledge upon which to build a regulatory philosophy concerning 
food additives. Our capacity for enforcement of food and drug laws 
is considerably greater than that of most countries of the world. We 
have more to contribute to a scientific foundation for the principles 
which should underlie international control—if such should ever be 
adopted. In many respects the reports and discussions at this sym 
posium demonstrated how the emergence and development of policies 
can be complicated by insufficient basic information, by lack of under 
standing of modern technological needs and purposes, and by a tend 
ency to supplant a realistic approach to the question of safety in use 
with well-intentioned, sometimes passionate, idealism. Nevertheless, 
only on the basis of sound scientific research and leadefship can we 
expect to have practical and enforceable regulation in this increasingly 


complex field of food additives. 


CHRISTOPHER COMMENTS—Continued from page 437 


however, that Congress intended that the act cover every possible 
facet of the business under all business arrangements. 

This, however, doés not mean that a person or a corporation 
cannot be a “packer” for one purpose—and, thus, under the act—and 
a producer of automobiles for another—and under FTC as to this 
function. The true test should be this: Is the person here acting in 
his capacity as a packer or as a producer of automobiles? If the former, 
then the Department of Agriculture has jurisdiction; if the latter, 


FTC has jurisdiction. 





STATE 


FOOD AND DRUG 


NOTES 





Arizona The law setting stand- 
ards of packing for head lettuce 
been amended (Laws 1957, Chapter 3) 


has 


California Amendments have 
been made to California laws pertain- 
ing to citrus fruits, poisonous alcoholic 
solution, rabbit meat, food processing, 
biologics, walnuts, milk products, eco- 
nomic pear-packing, weights 


poisons, 
and measures, labeling of eggs, narcotics, 
plums, lemons, grapes, prunes, melons, 
head lettuce, lettuce containers, carrots, 
artichokes, agricultural 
products, apples, bees, canned goods, 


containers of 


pharmacy, poultry, sterilized milk and 
cream, and grapefruit 


Colorado Laws 


dairy products have 


pertaining to 
been amended by 
the 1957 session of the Colorado Legis- 
lature (S. 339, approved and effective 
May 1, 1957), as 
with pharmacy (H. 415, approved and 
effective April 30, 1957), fruits and 
vegetables (H. 145, approved and effec- 
March 1, 1957) and eggs (H. 160, 
approved April 24, 1957, effective Janu- 
1958) 


have’ those dealing 


tive 


ary l, 
The text of a 
Colorado antitrust law (S 
“AN ACT and 


commerce, declaring restraints of trade, 


recently approved 
200) follows 
relating to trade 
price hxing acts, and monopolies to be 
illegal and providing civil liability and 
criminal penalties 

“Be It Enacted by the General Assem- 
bly of the State of Colorado: 

“Section 1. Every 
bination in the 


contract or com- 


nature of a trust or 
conspiracy in restraint of trade or com- 


merce is hereby declared illegal. Every 


combination, conspiracy, trust, pool, 
intended to re 


in the 


contract 
competition 


agreement, or 
strain or prevent 
supply or price of any article or com 
modity constituting a subject of trade 
or commerce in this 
combination, conspiracy, 


state, or which 
trust, 


shall in 


pool, 


agreement, or contract any 
manner control the 
article or commodity, fix the 
thereof, or limit or fix the amount ot 
quantity manufactured, 


produced, or sold in this state, or mo 


price of any such 


price 
thereof to be 


nopolize or attempt to monopolize any 
part of the trade or commerce in this 
illegal re 


state, is hereby declared an 


straint of trade 


“Sec. 2. Every 
copartnership, trustee, or association whi 
shall, either as principal or agent, make 


person, corporation, 


any contract, or engage in any combi- 
nation, conspiracy, trust, pool, or agree 
ment herein unlawful or an 
illegal restraint of trade, or who shall 
combine or with any 


person, corporation, copartnership, as- 


declared 
conspire 


sociation, or trustee to monopolize or 
attempt to monopolize any part of the 
trade or this shall 
be deemed and adjudged guilty of an 


unlawful conspiracy and shall be subject 


commerce in state 


to punishment as hereinafter provided 


“Sec. 3. Nothing herein 
shall be construed to forbid the exist- 
ence and operation of labor, agricultural, 
or horticultural organizations, 
for the purpose of mutual help, or en 
gaged in making 

marketing for its share 
holders of farm, orchard or dairy prod 
produced by its 


contained 


instituted 


collective sales or 
members or 


ucts members or 
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having capital 
proht or to 


shareholders, and not 
stock or 


forbid or 


conducted for 
individual 
from 


members 
lawfully 
objects 


restrain 
of such organizations 
carrying out the legitimate 
thereof: shall 
members 


construed 


such organizations, 
thereof, be held or 
combinations 


nor 
or the 
to be illegal 
restraint of trade, 
a human 
article of 


or conspiracies in 
this act Che 
is not a commodity or 


under labor of 
being 


commerce 


“Sec. 4. No person, corporation, com 
pany, firm or association, suspected of 
violation of any one or more of the pro 
visions of this article shall be proceeded 
against criminally otherwise than by 
indictment All 


brought hereunder shall be commenced 


criminal proceedings 


within six years after the act complained 
ot occurred, and not afterwards 


“Sec. 5. The 


prevent or 


district 
injunction 


several courts 


may restrain, by 


or otherwise, the formation of any such 


conrbination or the execu 


The several 


contract or 
tion of the purposes thereof 
district attorneys shall, upon the advice 
ot the 
pear as 
stitute such 
they shall 
restrain a violation of the provisions 
f this act, which shall be begun by 
of a complaint, setting forth the 
the intervention 
that 
continu 


general, who may ap- 


any sucl 


attorney 
counsel in case, in 
actions or proceedings as 


deem necessary to prevent 


way 
and grounds for 
praying 


cause 
of the 
violation, whether 
ing, shall be enjoined or otherwise pro 
hibited. When the parties complained 
against shall 
copy of the complaint and cited to an 


court and such 


intended or 


have been served with a 
swer the same the court shall proceed, 
as soon as may be in accordance with 
its rules, to the hearing and determina- 
tion of the case; and pending the filing 
of the answer to such complaint may, 
upon proper notice, make 
order or 
Whenever 
appear to the that the 


require that other per- 


at any time, 
such temporary 
prohibition as shall be just 

it shall court 


restraining 


ends of justice 
sons should be made parties to the ac- 
tion or proceeding the court may cause 
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them to be brought in in such manner 
as it shall direct 


“Sec. 6. All « 


made by any person, firm, corporatior 


ontracts or agreements 


member of any 


pool 


contract 


or association while a 
combination, conspiracy, trust o1 
herein prohibited and which 
or agreement is founded upon, or is the 
result of, or grows out of, or is cor 
nected with, any violation of this article 
either shall be 
void and no recovery or benefit 
shall be 
person, firm, ci 

Any 
pursuant to such 
the benefit of suc! 


direc tly o1 indirectly, 


thereon 


had by or for ar 


therefrom 
such rporation or as 
sociation made 
under or 
agreement to or tor 


person, firm, corporation or association, 


payments upon 


contract 


may be recovered in an action by the 
party making 


heirs, personal 


any such payment, his 
representatives or as 
provided, however that 
shall 


Six years after the mz 


signs; suit 


such recovery 


tract or agreement 


“Sec. 7. (1) Any 
employee, or agent 
company, firm or 


member of any company, firm 


sociation, or any individual found 
of a violation of any 
article shall be 


not less than one 


provisio1 
punished by 
thousand d 


more than five thousand dollars 


imprisonment not to exceed 


or both 


“(2) Any corporation, con 
or association found guilty of : 
, 


yt this article shi 


t less than 


Ot any provisiol 


punished by fine of ni 
thousand dollar T iore than five 
nrst 


subsequent 


thousand offense 
and for 
offenses, | an one 
dollars 
dollars 
“Sec. 8. 
tion, copartnership, trustee, or 
shall also be 


doing 


thousand 


nor o1 an ten thousand 


Any sucl 


person, corpora 
a550Cla 


tion liable to any p ol 


transacting or business 


state for any damages he may sustain 


by reason of the doing of anything 


herein declared unlawtul 
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“Sec. 9. Nothing in this act shall be 


construed to make illegal any contract 
which is legal under the provisions of 
Article l, Chapter 55, ‘. R S 1953 


“Sec. 10. If any provision of this act, 
or the application thereof to any person 
4 circumstances, is held invalid, such 
shall not affect other provi- 
applications of the act which 
given effect without the invalid 


invalidity 
can be 

provision or applicaton, and to this end 
the provisions of this act are declared 


to be severable 


“Sec. 11. The 


finds, determines and declares 


General Assembly 
he reby 
that this act is necessary for the im- 
mediate preservation of the public peace, 


health and safety.’ 


The Connecticut 
Cosmetic Act has 
Public Acts of 1957, 
No. 105 (approved April 23, effective 
June 20, 1957), with 
manufacture, 


Connecticut 
Food, Drug, and 
been amended by 


regard to the 
possession, sale or com- 


pounding of any habit-forming drug 


except as authorized 


Georgia The milk control law 
»f Georgia is amended by substitution 
of the word 
word “Board” and the words “Georgia 
Milk Commission” for the words “Milk 


Control Board “ 


“Commission” for the 


Illinois A hog-cholera virus law 
was enacted by the passage of H. 174, 
approved May 1; the new statute be- 
came effective July 1 of this year 
Iowa A statute recently enacted 
by the legislature relates to pharmacy. 
It provides for the development, estab- 
basic 


lishment and enforcement of 


standards and requirements for the 


distribution of drugs, medicinal chemi 


FOOD DRUG COSMETI 


1957 


LAW JOURNAL—JULY, 


cals, and poisons for human use only 
and for the licensing of such distributors, 
and penalties for violations 

Kansas June 29 was the effec 
tive date of a law requiring that frozen 
products which 


and semifrozen dairy 


contain a sweetener other than sugar 


and which are intended for special 
dietary purposes comply with the Kansas 
dairy law and the Kansas Food, Drug 
and Cosmetic Act. and be sold in pack 
aged form only. Further, they must be 
labeled and identified as special dietary 
The law was pass¢ d by 


April 8 


frozen dessert 
the legislature on 


Massachusetts .. . The statute gov 
drugs has been 
amended that duration oft 
effectiveness of unstable drugs must be 
stated on the labels which are affixed 


erning the sale of 
to provide 


to their containers 


Michigan The law prohibiting 
and preventing adulteration, fraud and 
deception in the manufacture and sal 
of articles of food and drink is amended 
to permit the use of pounds and com 
mon or decimal fractions of pounds on 
wrappers to indicate the weight of con- 
tents of food and drink articles 

Minnesota Chapter 554, Laws 
1957, approved April 20—to become 
effective the following 
Minnesota’s meat-packing law 


day—amended 


Wisconsin . . . The Wisconsin U1 
fair Sales Act has amended to 
redefine the term “retailer” to include 
manufacturers who sell to retailers and 


bee n 


who own or operate retail stores or sell 
direct to the public, and to designate 
the invoice price to the manufacturer’s 
retail store as the wholesale charge in 
voiced to other retailers. 


Cro 
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